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NATIONAL CANCER INSTITUTE’S 
MANAGEMENT OF RADIATION STUDIES 


WEDNESDAY, SEPTEMBER 16, 1998 

U.S. Senate, 

Permanent Subcommittee on Investigations, 

OF THE Committee on Governmental Affairs, 

Washington, DC. 

The Subcommittee met, pursuant to notice, at 9:38 a.m., in room 
SD-342, Dirksen Senate Office Building, Hon. Susan M. Collins, 
Chairman of the Subcommittee, presiding. 

Present: Senators Collins, Glenn, and Durbin. 

Staff Present: Timothy J. Shea, Chief Counsel/Staff Director; 
Mary D. Robertson, Chief Clerk; Pamela Marple, Minority Chief 
Counsel; David McKean, Minority Staff Director; Bob Roach, Coun- 
sel to the Minority; Beth Stein, Counsel to the Minority; Bill 
McDaniel, Investigator to Minority; John Neumann, Investigator 
(Detailee, GAO); Kirk E. Walder, Investigator; Lindsey E. Ledwin, 
Staff Assistant; Eelicia Knight (Sen. Collins); Chris Dockerty, (Sen. 
Thompson); Kevin Mathias (Sen. Specter); Len Weiss (Govern- 
mental Affairs/Sen. Glenn); Marianne Upton, (Sen. Durbin); Lynn 
Kimmerly and Donna Berry (Sen. Cleland); Gabriel Goldstein (Sen. 
Lieberman); and Antigone Popamianos (Sen. Levin). 

OPENING STATEMENT OF SENATOR COLLINS 

Senator Collins. The Subcommittee will please come to order. 

Today, the Permanent Subcommittee on Investigations will ex- 
amine the National Cancer Institute’s management of an important 
scientific study which assessed the radiation effects of nuclear 
weapons tests. This hearing is the result of an investigation initi- 
ated and led by the Ranking Minority Member, the distinguished 
Senator from Ohio. Senator John Glenn and his staff should be 
commended for their work on this investigation, which expanded on 
an earlier effort by two of our colleagues. This matter was first 
raised by Senators Arlen Specter and Tom Harkin at a Senate Ap- 
propriations Subcommittee hearing held in October 1997, and I 
want to commend them for their leadership as well. 

Our focus this morning is on one particularly significant govern- 
ment study that assessed the exposure of the American people to 
radiation from government nuclear weapons testing in the 1950’s, 
a study that took 14 years to complete. We will explore whether or 
not management problems delayed this report, and if so, how to en- 
sure that such problems do not affect future studies managed by 
the National Cancer Institute or the Department of Health and 
Human Services. 
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By way of background, in 1983, the Congress directed the De- 
partment of Health and Human Services to assess the potential ex- 
posure of the American people to Iodine-131, one of the radioactive 
elements in the fallout from aboveground nuclear tests. Assessing 
the health risks facing the public as a result of this exposure was 
also part of this directive. The Department delegated the task of 
conducting this review to the National Cancer Institute, which fi- 
nally released its lengthy study in October 1997. 

The findings in the NCI study were sobering, to say the least. 
Besides the known areas of contamination around the Nevada test 
site, the data showed that many other parts of the country were 
also contaminated because weather patterns at the time disbursed 
radioactive material across America. For some of the nuclear tests, 
the report found, people as far away as Aroostook County, Maine, 
where I was born and grew up, may have received as much expo- 
sure to radiation as people living in Nevada and Utah. 

It came as a real shock to me when I read this part of the report 
and looked at the maps that outline the States that had received 
the highest radiation exposure. 

In addition, individuals who were young children at the time of 
the testing and who drank large quantities of locally produced milk 
received significantly higher concentrations of radiation than did 
adults in the same area. 

This investigation raises important policy questions about open- 
ness and trust in government. Did the Federal Government fulfill 
its duty to report its findings to the American people? Specifically, 
why was the report published 14 years after it was commissioned 
and without the important public health information about the risk 
of cancer associated with the aboveground nuclear tests? Did the 
Department of Health and Human Services fulfill its duty to see 
that this study was done in a complete and timely manner, as di- 
rected by Congress? And, finally, what are the public health impli- 
cations of this study as assessed by the report published by the Na- 
tional Academy of Sciences? 

The survival of public institutions in a democracy depends on the 
public’s trust and faith in them — in their competence, their integ- 
rity, and their fundamental honesty. Studies with potentially sig- 
nificant health implications must be communicated to the Amer- 
ican people as soon as possible to ensure public confidence in the 
Federal agencies responsible for such areas. 

To explore the issues surrounding this radiation study, we will 
hear from several witnesses this morning. Our first witness is the 
distinguished Senator from Iowa, Senator Tom Harkin. He has a 
deeply personal interest in this matter and also serves as the 
Ranking Minority Member of the Labor, Health and Human Serv- 
ices, and Education, Subcommittee of the Appropriations Sub- 
committee. 

Our next panel of witnesses consists of Dr. Owen Hoffman and 
Dr. Barry Johnson, who will testify about the significance of the 
NCI’s findings on the radiation resulting from nuclear weapons 
testing. 

We will then hear from Dr. Bruce Wachholz, the NCI official who 
managed the radiation study, who will address why the NCI took 
14 years to issue the report. 
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Our final witness this morning is Dr. William Raub, Deputy As- 
sistant Secretary for Science Policy and Science Advisor to the Sec- 
retary of the Department of Health and Human Services. 

We look forward to hearing all of this testimony. 

Before recognizing the distinguished Senator from Ohio, I would 
like to set the record straight about certain representations that 
have been made to the press about this investigation and hearing. 
I was concerned to read in one report that “a Senate panel” sug- 
gested that the project director in this case had a conflict of inter- 
est and that “a U.S. Senate investigation” reached a final conclu- 
sion about this matter before this hearing. Let me make clear that 
no such finding has been made and no such conclusions have been 
reached. Indeed, that is why we are here today. That is the purpose 
of this hearing, and we are here to listen to the evidence and ex- 
plore the facts with an open mind. Certainly, there have been no 
findings or conclusions reached by this Subcommittee, and I just 
want the record to be clear on those matters. 

As I mentioned earlier, this investigation was directed, initiated, 
and led by the minority staff, and Senator Glenn may have more 
to say about this issue. At this time, I would like to recognize my 
colleague, the distinguished Senator from Ohio, Senator Glenn, for 
any comments that he might have. 

OPENING STATEMENT OF SENATOR GLENN 

Senator Glenn. Thank you very much. Madam Chairman. 

The problems here started back 40-some years ago, back in the 
days of the Cold War, and over the past several years, the Amer- 
ican people have learned about the sad legacy of the U.S. nuclear 
weapons testing program. Going clear back into the 1950’s and 
spurred by an overwhelming sense of national security, which 
many of us here today are old enough to remember where the Cold 
War was preeminent and where we did a lot of things that, in ret- 
rospect or in 20/20 hindsight, we probably would do a lot differently 
today. But those were the days when the priorities were in a little 
different direction than they are today. 

With the sense of national security, the Federal Government 
failed to inform the public of the nuclear testing program’s poten- 
tial dangers as a result of nuclear fallout. And making matters 
worse, for many years our government continued to hide those facts 
from the public despite mounting evidence that people, particularly 
young people, may have been harmed. 

The history is by now well documented, and to its credit, the 
Congress has played an important role in reconstructing that his- 
tory. We worked hard to open up the files. We worked hard to 
make sure that current as well as future studies on radiation 
health effects are as transparent as they should have been for the 
nuclear testing program during the 1950’s. We have worked to 
make both the nature of the research and the results of any study 
accessible to the public so Americans know what the dangers are, 
and, if they can take precautions of some kind with their children 
or themselves, even at this late date, that those be available to 
them. 

Overall, we have made progress with these reform efforts, but 
the struggle is ongoing. I have recently introduced legislation that 
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would ensure that no one will ever be subject to governmental ex- 
perimentation of any kind without their knowledge and informed 
consent. This is just common sense. In addition, this Committee 
has passed some legislation in the past regarding some of the 
things that happened with radiation studies in Cincinnati. Some of 
you that have followed the work of this Committee will be familiar 
with that legislation. 

Today, we are going to examine the management and openness 
of one particular research effort, one with a long history. It started 
back some 15 years ago when Congress passed an amendment to 
the Orphan Drug Act directing the Secretary of the Department of 
Health and Human Services to provide the public with complete in- 
formation on both the amount and effects of the radioactive iodine 
released into the atmosphere during the aboveground nuclear 
weapons testing program conducted by the Federal Government in 
Nevada in the 1950’s and early 1960’s. This task was delegated to 
the National Cancer Institute and only last year, in 1997, some 14 
years after receiving a mandate from Congress, did the NCI com- 
plete its report. 

Although this hearing will not attempt to evaluate all the science 
underlying the report, it is worth briefly recapitulating NCI’s most 
significant findings. They are that the weapons test distributed 
high levels of nuclear fallout across the country — I mean clear 
across the country, too, as the Chairman just stated, some in a par- 
ticular area because of the vagaries of weather patterns and so on 
in Maine, about as far as you could get and still be in the conti- 
nental United States. So it came down in that area where she grew 
up, literally. We are not implying that you have any effects from 
this, of course, and we hope you do not, but that just shows how 
far these things go sometimes, quite apart from where the test ac- 
tually occurred. 

In a number of other areas, including the Northern Plains, the 
Midwest, and Northeast, individuals received doses of 1-131 to 
their thyroid that were comparable to and in some cases exceeded 
the doses received by citizens living near the test site in Nevada. 

Second, Americans across the Nation received doses of radiation 
at levels that were much higher than previously believed. It is esti- 
mated that 3.5 million children received an average cumulative 
dose of 10.3 rads of Iodine-131. Some children in certain areas may 
have received cumulative doses as high as 100 rads. 

Also, NCI has since estimated that 11,000 to 212,000 people, 
which is quite a wide spread, we would acknowledge, which may 
show some of the difficulties in assessing some of the dangers from 
this, that those numbers of people may develop radiation-induced 
thyroid cancer from the weapons test fallout. Fortunately, this type 
of cancer is rarely life-threatening, but it is in some cases, of 
course. 

When I saw the important information revealed in this report, I 
was particularly concerned that it took 14 years to complete the 
study. I asked the staff of the Subcommittee to look into the matter 
and was quite surprised and disappointed by what we have found. 

Before getting into what our investigation uncovered, I would 
first like to address the same item that the Chairman addressed 
a moment ago regarding a news story that appeared yesterday and 
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another one this morning, hut particularly the one yesterday that 
appeared alleging that this Subcommittee challenged the ethics of 
Dr. Wachholz during the NCI’s 1-131 study. The reporter quoted 
from a preliminary draft of an internal memorandum which I had 
never seen or approved. I should add, however, that this article did 
not mention the finding of that memorandum “that the Sub- 
committee found no evidence to suggest any potential conflicts af- 
fected the 1-131 report in any way.” 

I want to state for the record, and very emphatically, that I do 
not challenge the ethics of Dr. Wachholz and that today’s hearing 
is focused instead on the management and issuance of the 1-131 
report itself 

Let’s turn to some of the problems with the 1-131 report. It was 
delayed at least 4 years, perhaps longer. The NCI study was 
plagued by trouble with management, lack of internal oversight, 
and lack of public participation and openness. In addition, the 
NCI’s participation in ongoing and critical studies of the Chernobyl 
accident is facing similar difficulties with management. And fi- 
nally, the Department of Health and Human Services did not have 
any department-wide policies or guidelines governing the conduct 
of sensitive studies related to radiation health effects research, 
even though its agencies now perform many of those studies for the 
government. 

Once again, it would appear that the government has dropped 
the ball in this case, and citizens who were unknowingly or 
unwillingly exposed to fallout are again victims of unacceptaWe bu- 
reaucratic indifference or neglect. 

NCI’s work on the 1-131 report is a case study on how not to 
manage this type of research and a strong reminder we have to 
constantly work at cultivating openness and public participation in 
this area. I would add that when Congress or a committee or indi- 
viduals are given assurance that a research project is being carried 
out, then it should be expeditiously brought to the fore when the 
information is ready and should be brought out just as fast as we 
possibly can. 

Again, I want to reiterate that today’s hearing is not an attempt 
to evaluate the science underlying the 1-131 report. This morning 
I hope we can understand why it took so long to get the report out; 
second, get a better handle on whether or not the NCI report meets 
the congressional mandate it was given; and third, see what HHS 
is doing and will do to address the problems with the Chernobyl 
study to ensure consistent application of openness and public par- 
ticipation through the Department in future studies of radiation 
health effects. 

In sum, I hope this hearing will be one more step toward making 
government more accountable, open and trustworthy of the faith of 
the people of this country. 

I want to thank you. Madam Chairman, for allowing the Minor- 
ity to pursue this investigation. We are sorry that the leak oc- 
curred. That should not have occurred from whatever source. There 
was distribution, as I understand it, of this material earlier, and 
we can discuss that privately later on. We are looking into it our- 
selves. 
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So I look forward to hearing from the witnesses this morning and 
hearing their testimony. 

Senator Collins. Thank you, Senator. 

Our first witness this morning is the distinguished Senator from 
Iowa, Senator Tom Harkin. I want to commend him for both his 
personal and professional commitment to this issue. He has been 
a real leader, along with Senator Arlen Specter, and we very much 
appreciate his making the time today to come and share his knowl- 
edge with us. 

We do have a large number of witnesses, so I would ask, if you 
could, that you limit your comments to about 10 minutes. Thank 
you. 

TESTIMONY OF HON. TOM HARKING A U.S. SENATOR FROM 
THE STATE OF IOWA 

Senator Harkin. I will try to be more brief than that. 

Madam Chair, thank you very much and. Senator Glenn, again, 
thank you for your kind comments, and thank you for holding this 
hearing. I think it comes at just the right time, and it is covering 
an issue that I think is of vital importance to all Americans. Maybe 
it is not the biggest news story today, but it is one that I think is 
going to affect a lot of people’s lives in this country. So your hear- 
ing just couldn’t be more timely. 

Madam Chair, again, I thank you for holding this hearing. I 
think both you and Senator Glenn really covered it. I don’t know 
that I can add too much more than perhaps just to reinforce a cou- 
ple of things that you said. 

I think both of you hit it just right. It has to do with responsi- 
bility and what is the responsibility of the Federal Government at 
this time. The lack of a medical warning and response to the nu- 
clear weapons testing of the 1950’s and 1960’s was a huge failure 
of our government. Again, Senator Glenn is right that it is 20/20 
hindsight. Of course, we were living in a different time, a different 
era, in a Cold War; but, nonetheless, the government still can’t es- 
cape the responsibility that we have today. 

Unfortunately, the lack of response seems to be continuing, and 
despite some efforts by the NCI and the Institute of Medicine, dur- 
ing the past year, I am afraid, the Federal Government’s response 
is still woefully inadequate. 

I might just say as an aside, I think that Senator Glenn’s bill, 
the one about the right to know and the right to have full knowl- 
edge and informed consent before any experiments are done on you 
or you are involved in any experiments is really the right thing 
that we should do at this time. 

As you mentioned. Madam Chair, I do have a somewhat personal 
interest in this, and I will tell you how I got involved. Last year, 
a little over a year and 4 months ago, my next oldest brother died, 
at a fairly young age, of thyroid cancer. And, of course, when he 
came down with it, I had already had thyroid problems of my own 
preceding that by a few years. I just thought that was quite un- 
usual, and, when he came down with thyroid cancer, of course, it 
was considered not life-threatening. Usually, thyroid cancer is one 


^The prepared statement of Senator Harkin appears in the Appendix on page 6. 
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of those that can be handled. But his had been detected way too 
late. It had already metastasized. He fought it valiantly for about, 
oh, I think going on almost 10 years and finally succumbed to it 
last year. 

During that period of time, I began to look more and more at the 
incidence of thyroid problems in this country, and what I found 
was really alarming. I found, for example. Senator Glenn, about 
the use of Synthroid, which, as you know, takes the place of the 
thyroid hormones — I have been on Synthroid now for about 18 
years. But the use of it over the last decade, decade and a half, has 
just shot up precipitously. I asked the question, either one of two 
things, either doctors are over-prescribing it or there is something 
going on out there. I don’t think doctors are over-prescribing it. It 
doesn’t seem to me like a highly profitable drug or anything like 
that, but doctors are detecting more and more thyroid problems. If 
you look at the chart on the use of Synthroid, it has just sky- 
rocketed. 

Well, that kind of alarmed me, and then what happened to my 
brother, and then I looked at how much research was being done 
on thyroid cancer. And, of course, since it is a slow-acting cancer 
and not too many people succumb to it — the survival rate is fairly 
high. More interest was focused on breast cancer, of course, and 
colon cancer and lung cancer, things like that. But I found out 
there just wasn’t anything being done about thyroid cancer. So I 
began working through my capacity, with Senator Specter, on the 
Appropriations Committee and asking questions about the research 
into it. 

Well, just about that time, this study lands in our lap, and you 
can imagine how startled I was to see the juxtaposition, of how 
these two things come together at the same time. And so I looked 
at the study and looked at the map, and, of course, what I saw 
startled me as much as it did you. Madam Chair, when I saw that 
Iowa, of all places, had a lot of radioactive hot spots. 

I then began a process of talking to scientists and others and 
found out that when the nuclear explosions happened in Nevada, 
a lot of the Iodine-131 would get in the upper atmosphere, would 
float along through the jet stream, and then it would come down. 
It would come down at different places, so you would find a kind 
of patchwork across the country, and that is why you find some hot 
spots, for example, up in Maine. 

The next thing I found out was that during the 1950’s — and you 
might want to explore this a little further, again, for the basis of 
having some history on this. During the 1950’s, Kodak, which is lo- 
cated up in Rochester, New York, had been noticing that some of 
the films that they were sending out were being clouded. Somebody 
figured out it always happened around the time of a nuclear test. 
So they got a hold of the AEG. The AEG agreed to warn them be- 
forehand when they were going to conduct a nuclear test. There- 
fore, they would protect their film, and they wouldn’t send it out. 
Then they would wait a while, and then send it out. 

I thought, my gosh, if they could inform Kodak, why couldn’t 
they inform the dairy farmers and the people that lived in my area 
and your area, places like that, to not drink the milk for a while 
or don’t let the cows graze for a while on the grass. Iodine-131 does 
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decay, and so you could — the half-life is not that long, so you could 
wait a while, given some information. So Kodak got the informa- 
tion. The American people didn’t. 

So all of this led me to think that we just really had to do some- 
thing. I don’t know why the study took so long. You will look into 
that. I would agree with you; from my perusal of it, I really do 
think the science is good. I have no quarrel with the science and 
what they did on this study. I just have a problem with the time 
and the release of the information. 

Just a couple of other items I would mention to back up a little 
bit what you both said on the Iodine-131. A lot of these hot spots 
were identified as receiving 5 to 16 rads of Iodine-131. You ought 
to put that in perspective. The Federal standards for nuclear power 
plants require that protective action be taken for 15 rads. 

To further understand the enormity of the potential exposure, 
they estimate 150 million curies of Iodine-131 were released by the 
aboveground nuclear weapons test, three times that from 
Chernobyl. 

These hot spots, as you know, were all over the place, and as you 
said. Madam Chair, the most affected were children because their 
thyroids were smaller, they drank more milk. In my brother’s case, 
he lived in Pennsylvania at the time, so they said, well, OK, here 
is someone who had thyroid cancer, but he didn’t live in a hot spot. 
Well, he sure did when he was a kid. And that is what we drank. 
Senator Glenn. We drank cow’s milk. And we didn’t pasteurize it, 
either. We just put it through a cloth and drank it, and that was 
it in those days. 

And so you look back, and you wonder how many people there 
are that have moved out of those areas or lived in those areas, 
maybe living in the cities, and have no idea that they were ever 
exposed to any of this. 

So that is why, when I hear the NCI say that, on average, every- 
one is OK. I don’t think this is one place where we can be satisfied 
with saying, well, the average is OK. We have got a lot of people 
out there who were exposed, and as you know, these things take 
a long time to develop. And if you look, again — I think — I am not 
on real solid ground on this, but I think the incidence of the use 
of Synthroid is affecting the age population about my age, 50’s and 
early 60’s, someplace in there, who were kids at that time, if you 
look at the incidence. I am trying to get a better handle on that, 
but my first look at it seems to be that that is so. So I think that 
we have a responsibility to get this information out and inform 
them of the risks. 

Now, I have a problem — and I know you will look into this, and 
I hope you do — about the lOM saying that no screening should take 
place. I am concerned about that. I am not a doctor, Wt I do have 
a problem with this. I think it needs to be examined very closely. 
According to American Cancer Society information, the NCI is 
wrong to oppose screening. Why they are opposing it, I don’t know. 
It just seems to me that they are saying, well, people will get ex- 
cited and maybe they will do things that they don’t have to do. And 
as I read some of the report, I was concerned about that attitude, 
that, well, people might go in and get check-ups or do things that 
they don’t have to do. 
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And there is one part of the report I just drastically disagree 
with, and I don’t have it right in front of me, but it was that you 
could wait; that it didn’t make any difference how soon you detect 
thyroid cancer, you could wait a little bit later, it was not that big 
of a problem up front. 

Well, I can tell you from my brother’s experience that this is non- 
sense. Any cancer, the earlier you detect it, the earlier you take 
steps to control it, it means your survival rate is going to be in- 
creased by that much. So I just don’t buy that, and I don’t under- 
stand how they came up with that kind of a conclusion, that they 
didn’t have to be worried about people coming in early, they could 
wait and just catch it during the normal course of getting 
physicals. But there are a lot of people out there without health in- 
surance that don’t come in for annual check-ups, and I will bet you 
there are a lot of times where you get annual check-ups, and they 
don’t check your thyroid. I just wonder how many — mine was just 
caught. I was in the military. I have taken physicals every year of 
my life, and all of a sudden, 1 year I happened to take a physical, 
and the doctor just said, “There is something wrong with your 
throat.” And it had been there before. I mean, it didn’t just happen 
in 1 year. One doctor happened to catch it, and then with some 
MRIs, we were able to get a better handle on it. 

But there are a lot of people out there who don’t have health in- 
surance. They don’t come in for their annual physicals. And I be- 
lieve information needs to be gotten out to these people and to say 
that if you lived in certain areas and you were a child, you ought 
to get in and have your thyroid checked. That is all I am saying. 

Again, I am not here to condemn the scientists. I think that they 
have done a good job on the science, but I do think they did an in- 
adequate job in responding to the human health consequences of 
the fallout exposure. 

Again, we are dealing with real people. We are not dealing with 
just averages. We are dealing with people out there that need this 
kind of information. I think the medical community needs the in- 
formation, too, and I think doctors who give physicals and our com- 
munity health centers around the country ought to be given this 
information. That would be a massive flow of information from the 
government to consumers, to the health professionals, community 
health centers all over this country to make sure they check on the 
thyroids of people, ask them where they lived when they were kids. 
Ask them about the milk they consumed and things like that. And 
in that way, I think we can do a much better job and fulfill our 
responsibilities more adequately. 

Madam Chair, if I could, I would just like to ask consent that a 
statement prepared by the Physicians for Social Responsibility who 
examined the issue be made a part of the record.^ 

Senator Collins. Without objection, it will be. 

Senator Harkin. And I thank you again for giving me this oppor- 
tunity to testify. I would be glad to try to answer any questions if 
I can. 

Senator Collins. Thank you very much for your testimony. 

Senator Glenn, do you have any questions? 


1 See Exhibit 4, which appears in the Appendix on page 746. 
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Senator Glenn. Just very short. You mentioned Chernobyl. That 
was interesting. I hadn’t heard those figures before on comparison 
of our total fallout from that and Chernobyl, which brings up the 
international aspect of this whole thing and whether these things 
are all cumulative, wafting around the world on jet stream winds 
and coming down all over the place. I don’t know whether you have 
looked into that any further as to whether when we were doing our 
testing, or other people were doing their testing, that we were mon- 
itoring or were able to monitor or even have any record of what the 
fallout was around the world in different places, whether it is the 
southern part of Africa or northern Russia or whatever. I don’t 
have any idea what the answer would be. 

Have you seen any studies on that? 

Senator Harkin. I haven’t. Senator Glenn. I just asked my staff. 
They haven’t seen any, either. And I would think Chernobyl being 
where it is located, and we know the jet stream goes from west to 
east, prevailing winds, you would probably have to look in that di- 
rection. But obviously some of that could have reached us, too. 

Senator Glenn. You have a half-life on this iodine, of about 8 
days. I don’t know about the effects of Chernobyl — it may not have 
had that much effect on us here, but I think the overall — I am just 
thinking of the overall testing programs different nations had going 
back at that time. 

I don’t want to spend a lot of time on it. I am just curious about 
it. I hadn’t really thought of that before. 

Senator Harkin. No, I hadn’t — well, I had thought about 
Chernobyl. I just didn’t know. But I don’t know if any investiga- 
tions have been done or not. But you are right about the half-life, 
and I think they need, what, something like 2 or 3 or 4 half-lifes 
before there is not any real problem. 

Senator Glenn. The normal half-life is about 8 days, and it goes 
down from there? 

Senator Harkin. Yes, I think it is like 30 days total. After about 
30 days, I think, something like that. You can ask the experts, but 

1 think that it is something about that, where it just won’t affect 
you any longer. But you are right, Chernobyl gets in the jet stream, 

2 or 3 days it is here. 

Senator Glenn. But that would take it out across not only what 
is now Russia, the old Soviet Union, but Japan, Korea, other na- 
tions of the Far East, maybe even winds down into India or places 
like that on occasion. It would be interesting to see whether any- 
body through the World Health Organization or anyone has done 
any studies of the overall effect of iodine and other fallout. 

Senator Harkin. You might ask the people — I don’t know the an- 
swer to that question. 

One other thing Senator Glenn, Senator Specter and I have put 
into the appropriations bill a provision that I would like to draw 
your attention to, to do some further studies on other radionuclides 
that were involved in those tests. We don’t know about those, ei- 
ther. There are other radionuclides — cesium, of course, and we 
know about the strontium, plutonium, and we don’t even have a 
handle on what happened to that kind of fallout. 

Senator Glenn. Not to delay this. Madam Chair, I know we have 
a number of witnesses, but we did extensive studies on some of the 
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downwinders out of Hanford, Washington, when some gases were 
released there that got into some of these other areas also. This 
Committee in particular has followed that through the years and 
done a lot of work in that area, too. So it all combined into a big 
picture. People need to know more information in a timely fashion 
just so they could have an annual screening if they were in a hot 
spot for example, or could watch out for symptoms in their chil- 
dren. 

Thank you. Madam Chair. 

Senator Collins. Thank you. Senator Glenn. Thank you. Senator 
Harkin. 

Senator Harkin. Again, thank you. Madam Chair, for conducting 
this hearing. It is vitally important. 

Senator Collins. Our next panel of witnesses consists of Dr. 
Owen Hoffman and Dr. Barry Johnson, who will testify about the 
significance of the NCI’s findings on the radiation resulting from 
nuclear weapons testing. 

Dr. Hoffman, a scientist who served as a consultant to the NCI 
study, is currently president of SENES Oak Ridge, Inc. in Ten- 
nessee. Dr. Johnson is the Assistant Administrator of the Agency 
for Toxic Substances and Disease Registry. That agency is part of 
the Department of Health and Human Services and is responsible 
for conducting medical studies, registries and monitoring. 

Pursuant to Rule 6 of the Subcommittee, now that you all are 
comfortably seated, I would ask that you stand and be sworn in. 

Please, raise your right hand. Do you swear that the testimony 
that you are about to give is the truth, the whole truth and nothing 
but the truth, so help you, God? 

Dr. Hoffman. I do. 

Dr. Johnson. I do. 

Senator Collins. Dr. Johnson and Dr. Hoffman, there is a third 
person at the panel. Could you, for the record, identify him, please? 

Dr. Johnson. Madam Chair, I am accompanied today by Dr. Jef- 
frey Lybarger, who is the Director of our Agency’s Division of 
Health Studies. 

I may refer to him on issues of technical issues, if that arises 
during the testimony. 

Senator Collins. Thank you. We look forward to hearing from 
each of you today. Your written testimony will be made a part of 
the record but in order to allow ample time for questions and an- 
swers, we are going to limit your oral testimony to about 10 min- 
utes each. 

We are going to be using a timing system this morning. You will 
see right in front of you three lights. The green light will signify 
the beginning of your 10-minute period. About 1 minute before the 
10-minute period is through, it will turn to yellow, which will en- 
courage you to wrap up your testimony and make your final points. 

But I do want to emphasize that your entire prepared testimony 
will be in the record. 

Dr. Hoffman, we will start with you this morning. 
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TESTIMONY OF F. OWEN HOFFMAN, PH.D.,i PRESIDENT AND 

DIRECTOR, SENES OAK RIDGE, INC., CENTER FOR RISK 

ANALYSIS, AND CONSULTANT TO THE NATIONAL CANCER 

INSTITUTE’S STUDY, OAK RIDGE, TENNESSEE 

Dr. Hoffman. Thank you, Madam Chairman. 

The Subcommittee has requested that I testify today about two 
primary issues. The first being my views on the overall health im- 
pact to the American people from atmospheric testing of nuclear 
weapons at the Nevada test site, and the second being my personal 
involvement with and observations about the overall production of 
the National Cancer Institute’s report, its conduct of research on 
the topic and including an interpretation of the results of the Na- 
tional Cancer Institute’s Iodine-131 study. 

My professional training is as an environmental scientist. I have 
more than 25 years of experience in the field of environmental ra- 
dioactivity. During my career, I have devoted considerable effort to 
the study of the environmental transport and health consequences 
of Iodine-131 and other radionuclides. 

In 1987, I performed experimental research for the National Can- 
cer Institute to produce information that helped confirm some of 
the assumptions that were made in this study. I also served over 
a period of years as an unfunded consultant to advise on methods 
for the analysis of uncertainty in the National Cancer Institute’s 
dose estimates. 

I would like to also point out that I have served as chief scientist 
to the International Atomic Energy Commission on the use of 
Chernobyl data to actually test the accuracy of environmental mod- 
els and, indeed, the Chernobyl fallout went around the world. We 
even measured it here in the United States. 

What are the most important findings of the National Cancer In- 
stitute’s report? I would like to point out that it makes comprehen- 
sive estimates of the thyroid dose resulting from each of 100 atmos- 
pheric tests held in Nevada during the 1950’s. In all, approximately 
150 million curies — not 116 — but 150 million curies of Iodine-131 
was released to the atmosphere from the Nevada test site. Now, 
this is about 3 to 4 times the amount released from Chernobyl. You 
had an earlier estimate of that release. I would like to correct it. 
It is 45 million curies, not 7 million curies of Iodine-131 that was 
released from Chernobyl. 

The National Cancer Institute report estimates doses of radio- 
active iodine that was received by individuals of various ages and 
who consumed various dietary sources of fresh milk for over 3,000 
counties in the Continental United States. Let me make this point 
and let me make it clearly, that this is the largest and most exten- 
sive dose reconstruction ever carried out in the United States. 
Presently, there are dose reconstructions ongoing at Fernald, Ohio, 
at Hanford, Washington, at Oak Ridge, Tennessee, at Savannah 
River, Georgia, and at Rocky Flats, Colorado. Compared to all of 
these sites, the NCI dose reconstructions is the big one. 

Iodine-131, as mentioned previously, is one of many radio- 
nuclides released in fallout. It is because of its affinity to rapidly 
deposit on vegetation and to be accumulated into food chains, espe- 


^The prepared statement of Dr. Hoffman appears in the Appendix on page 48. 
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cially the milk food chain, and then to affect the thyroids of chil- 
dren, is why it gets so much attention. Iodine-131 is not the only 
radionuclide in fallout; however, the NCI study was mandated by 
Congress to focus only on Iodine-131. 

The other thing I would like to mention is that the plumes from 
the Nevada Test Site went beyond the borders of the United States. 
The NCI study, however, was restricted to just the doses to the 
American people and, as far as I know, the overall effects of the 
Nevada Test Site fallout in our neighboring countries has not been 
assessed. 

The primary population at risk would be those in childhood at 
time of exposure. It was mentioned previously that the plumes 
went throughout the United States. It has also been mentioned 
previously that an initial estimate of health risk ranged from 
11,000 to 212,000 excess cases of cancer. I would like to point out 
that those estimates would primarily be manifested in children, 
who were under the age of five at time of exposure and who are 
primarily females. And the majority of those cases would occur for 
people living in the Midwest and Eastern United States because 
that is where the population is. 

So, even though the so-called hot spots appear to occur in the 
West, the population base is rather small so the overall cases of 
cancer that was manifested in the West would be small compared 
to the consequences that would have occurred in the eastern 
United States. 

For children born in 1952 and for children consuming either 
above-average quantities of commercial milk or unpasteurized milk 
from local sources, such as a family cow, backyard cow or a local 
farm, the National Cancer Institute estimates that there are ap- 
proximately 270 counties in the United States where the median 
or central estimates of thyroid doses would have reached above 30 
rads and nearly 2,500 counties where the central estimates of dose 
would be between 10 and 30 rads. 

Those dose estimates well exceed any past or current radiation 
protection guides dealing with maximum dose limits to the thyroid. 
They also exceed emergency reference levels, which are rec- 
ommendations for taking action, either recommending that cows 
not be fed fresh feed or banning milk from the market. 

The World Health Organization currently is recommending that 
at doses that can be averted as high as 1 rad, that stable iodine 
tablets be distributed in order to block thyroid uptake of radio- 
active iodine. The current recommendations of the Food and Drug 
Administration and the EPA recommends this procedure at 25 rad. 
So, these dose estimates from exposure to NTS fallout approach 
and exceed emergency levels for those who were in childhood at 
time of testing who were consuming above-average amounts of milk 
or milk from local sources. 

Another measure of comparison is looking at risk limits for 
Superfund sites. Now, at Superfund sites the need to clean up is 
triggered when risks are in the range of 1 chance in a million life- 
time health risk of cancer up to 1 chance in 10,000 for maximally- 
exposed individuals. Usually when it exceeds 1 chance in 10,000, 
the need for clean up is taken seriously. 
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I would like to point out that for children under the age of 15, 
a life-time risk that would approach or exceed 1 chance in 10,000 
of an excess risk of thyroid cancer would he on the order of just 
1 to 2 rad. And the risk would increase in a multiplicative fashion 
for every rad increase beyond that. 

So, that concludes a brief summary of the significance of the 
study. Now, another question that I have been asked to answer is, 
have the important findings and their significance been adequately 
conveyed to the public by the NCI? To answer this, I offer to you 
an opinion. The information in the report is extensive. It is of the 
highest technical quality. There have been numerous presentations 
made in the past to scientific committees but, I would contend that, 
no, the information is not readily accessible to people who are non- 
technically trained and who have an interest in this topic. 

And the reason for this is that the executive summary of the re- 
port focuses mainly on average doses. The average dose is con- 
trolled by the majority of the population who were adults at time 
of exposure and the risk to those individuals is very small. The risk 
to the U.S. population is controlled by those who were in very 
young childhood and who were consuming large amounts of milk. 

One has to go into the appendices of the report, into Section 8, 
and start combing through the maps in the back of the report be- 
fore one obtains a full appreciation as to how high these doses 
could have been. And, in fact, if one really is interested in dis- 
cerning how high the doses could have been, it is necessary to get 
into the NCI web site and actually begin to put in information 
about dietary habits and date of birth in order to get quantitative 
information that would be pertinent to the interest of any indi- 
vidual. 

Now, I would like to just finish with a personal recommendation. 
That is I think we would not be here today if the National Cancer 
Institute had adopted the same commitment to openness and pub- 
lic involvement as is now the standard practice in dose reconstruc- 
tion studies that are currently taking place throughout the United 
States. Those studies are being conducted by the Centers for Dis- 
ease Control and by various State Departments of Health. 

Had there been public outreach and a commitment to openness, 
I do not think the NCI report could have been delayed, and I think 
that the report would have been consistent with its full mandate; 
which is: To include estimates of health risk. I think one of the 
main reasons why it is difficult for members of the public to under- 
stand the information in the NCI report is because, contrary to the 
Congressional mandate given in 1983, there are no estimates of 
health risk. 

It is not like openness is anything new. Members of NCI and I 
have had these discussions at least over the last 8 years, but it is 
only recently as a result of, I would say, tremendous media pres- 
sure as of last summer that the report was published. Since publi- 
cation, however, there has been, as far as I can see, every attempt 
made by NCI to answer all questions posed to it. 

That concludes my presentation, and I am happy to answer any 
specific questions that you have. 

Senator Collins. Thank you very much. Dr. Hoffman. 

Dr. Johnson. 
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TESTIMONY OF BARRY L. JOHNSON, PH.D.,i ASSISTANT SUR- 
GEON GENERAL, ASSISTANT ADMINISTRATOR, AGENCY FOR 
TOXIC SUBSTANCES AND DISEASE REGISTRY, PUBLIC 
HEALTH SERVICE, U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; ACCOMPANIED BY JEFFREY LYBARGER, 
M.D., DIRECTOR, DIVISION OF HEALTH STUDIES 

Dr. Johnson. Madam Chair, Senator Glenn, good morning. I am 
the Assistant Administrator of the Agency for Toxic Substances 
and Disease Registry (ATSDR). I am accompanied today by Dr. Jef- 
frey Lybarger, Ilirector of our Division of Health Studies. 

At the request of the Subcommittee, our testimony today will ad- 
dress ATSDR’s medical monitoring responsibilities under the Com- 
prehensive Environmental Response Compensation and Liability 
Act known as CERCLA or Superfund. 

In particular, we will describe ATSDR’s finding that medical 
monitoring of persons exposed to radioactive iodine released in the 
past from the Hanford Nuclear facility in Richland, Washington, is 
called for under CERCLA. Our testimony also relates the public 
health approach taken by ATSDR in considering CERCLA’s med- 
ical monitoring provisions when populations have been exposed to 
hazardous substances released into the environment. 

Further, at the Subcommittee’s request because the Institute of 
Medicine recently recommended against thyroid cancer screening, 
we will highlight our differences in decision making and why we 
continue to support our decision for a medical monitoring program 
for a sub-population of well-defined persons exposed as children to 
Iodine-131 released from the Hanford facility. 

ATSDR interprets its CERCLA language on medical monitoring 
as an important public health intervention that provides early di- 
agnostic and referral services for a well-defined population’s health 
risks. 

Early detection of a change in health status is the most effective 
way to lessen the burden of more advanced disease and enhances 
survival. ATSDR’s public health approach for considering a popu- 
lation for medical monitoring involves a rigorous process that ap- 
plies established medical monitoring criteria for a specific site, 
using a multidisciplinary panel of experts to apply and assess the 
criteria, assures independent and external peer review on all mat- 
ters of science, that will support an involvement of affected stake- 
holders certainly including the affected public, reviews risks and 
benefits as part of a formal agency approval process, implements 
medical monitoring activities when indicated, and periodically eval- 
uates the medical monitoring program for effectiveness and quality. 

In 1995, ATSDR commenced a deliberative process to determine 
if medical monitoring was warranted for persons at increased risk 
of thyroid cancer and other conditions from exposure to Iodine-131 
released from the Hanford Nuclear Reservation during the period 
1945 through 1951. A dose reconstruction study had documented 
large releases of Iodine-131 into the atmosphere and provided dose 
estimates of representative individuals according to their age, and 
where and when they lived, within a large geographic area sur- 
rounding Hanford. 


^The prepared statement of Dr. Johnson appears in the Appendix on page 61. 
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From these data, ATSDR determined that the major public 
health risk is among young children downwind of the facility who 
consumed Iodine-131 contaminated milk during the period 1945 
through 1951. Early in our efforts, ATSDR and CDC jointly formed 
the Hanford Health Effects Subcommittee to advise the agencies on 
their research and public health activities related to the Hanford 
facility. This committee comprises of 21 persons who represent 
community, business, government and other interests. Our meet- 
ings are held on a quarterly basis, in public, and generate consider- 
able media attention that further promotes public awareness and 
education. 

We also work closely with the Intertribal Council on Hanford 
Health Projects which includes representation from nine tribal na- 
tions in the Hanford region. The HHES, the Subcommittee which 
I referred to, provides an essential resource for expressing health 
concerns from communities and tribal nations. This committee re- 
viewed ATSDR’s approach to and findings from the consideration 
of the medical monitoring program. 

In consultation with an expert panel, we determined that a me- 
dian 10 rad or higher thyroid dose for children would place these 
individuals at significant increased risk of thyroid disease as 
adults. This was based on the extensive medical literature of exter- 
nal radiation exposures that support elevated thyroid cancer risk 
at this dose level or higher among children. These elevated thyroid 
cancer risks occur for many decades following radiation exposures 
to the head and neck in children. 

Moreover, there is an increasing amount of medical literature 
that supports a reasonable association between radioactive iodine 
exposures and excess occurrences of thyroid neoplasms. This lit- 
erature includes published studies of populations exposed to the 
Chernobyl fire in 1986, Marshall Islanders exposed to the 1954 
BRAVO test releases, school children exposed to the Nevada Test 
Site atmospheric testing releases during the period 1951 through 
1962, and preliminary findings from the Hanford Thyroid Disease 
study. 

Our analysis estimates that 14,000 people, the majority of whom 
were exposed in 1945, would have received a sufficient thyroid dose 
of Iodine-131 as children to place them at significant risk of thy- 
roid cancer and other thyroid and parathyroid conditions. Because 
there is no randomized controlled study proving the benefits of thy- 
roid cancer screening, ATSDR conducted a prevention effectiveness 
analysis to project the potential harms and benefits of a program 
based on a clinical decision model. The prevention effectiveness 
analysis also allowed us to project which benefits and which harms 
might result from various medical monitoring scenarios. 

Clearly, a well-defined high-risk population must be identified for 
a program with thyroid evaluation to derive the most benefit. The 
geographic precision of the radiation dose estimates from the Han- 
ford releases was a key in ATSDR’s prevention effectiveness anal- 
ysis and helped clearly define the at-risk target population. As I in- 
dicated 14,000 people we estimate. 

Again, the Hanford Health Effects Subcommittee was a very val- 
uable resource for discussing risks and benefits attending medical 
monitoring for thyroid disease. After 18 months of careful consider- 
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ation and analysis following meetings with executive and senior 
scientific staff and a meeting with community and tribal represent- 
atives, Dr. David Satcher, as a former ATSDR administrator, and 
Director of the CDC, signed the decision memo for medical moni- 
toring on February 7, 1997. 

Now, differences in decision making between ATSDR and the 
lOM report. First, ATSDR is directed under CERCLA medical mon- 
itoring programs for populations at significant risk of adverse 
health effects from exposure to hazardous substances. This rep- 
resents a different type of public health activity, we believe, in the 
setting of a national policy or standards for thyroid cancer screen- 
ing. 

Second, we perform our work on a site-specific basis using the 
best available scientific and medical information and following a 
rigorous process that is based on our seven criteria for medical 
monitoring. We not only involve the affected public in our decision 
making process, but also conduct external scientific peer review of 
our work to make the best public health decision possible. 

By consulting recognized experts on the medical issue under con- 
sideration and involving the public most directly affected by the 
proposed intervention, our process provides an important and nec- 
essary balance for public health decision making. 

Third, because we are not setting national screening policy, our 
criteria do not require a randomized control study showing the ben- 
efits of screening, although, we would certainly use such data if 
available. 

Fourth, we agree with lOM that the current dose estimates for 
U.S. counties have large uncertainties which makes it difficult to 
readily determine who is at highest risk. At Hanford, however, we 
are fortunate that the dose reconstruction study estimated doses at 
a much more precise level of geographic resolution: Specifically 6- 
mile-by-6-mile areas. 

In closing, ATSDR considers medical monitoring of a well-de- 
fined, high-risk population to be consistent with the central prin- 
ciple of public health: Prevention of disease as preferable to treat- 
ment and medical care, and early loss of life. Moreover, for max- 
imum effectiveness, prevention efforts must involve the public that 
will be impacted by these public health decisions and efforts. 

Thank you. 

Senator Collins. Thank you. Dr. Johnson. 

I am just going to have a couple of brief questions for Dr. Hoff- 
man before turning over the questioning to Senator Glenn, since 
this is a Minority investigation. 

Dr. Hoffman, as I mentioned in my opening statement, one of the 
most important findings of the NCI study in my view is the fact 
that contrary to what one might think the fallout from these nu- 
clear weapon tests was not limited to areas very close to the Ne- 
vada Test Site. And you mentioned specifically the Northeast and 
the impact on people born in 1952, which was the year I was born. 
So, this is of some personal interest to me. 

I would like to, just briefly, illustrate the effect of the prevailing 
winds, look at my home State of Maine. There is a chart of the en- 
tire United States that I believe is part of the National Cancer In- 
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stitute study, ^ part of the report that shows Aroostook County, 
Maine, where I grew up, as being a particular hot-spot where peo- 
ple were exposed to 30-plus rads. So, a very high exposure rates. 
But our charts take a different point. They start with January 1. 

And what I would like to do, to just illustrate the point that you 
can live very far from where these tests were conducted and still 
there is a significant impact, is have you walk us through the 
charts. The first chart ^ relates to those consumers, primarily chil- 
dren — I assume we are talking about — who consume an average 
amount of milk. I would add that I feel like I finally won many 
years later the battle with my mother on drinking milk, but small 
consolation. 

Dr. Hoffman, would you walk us through these charts? 

Dr. Hoffman. Yes. What you have here is an excerpt of the re- 
sults that you would find in the appendix of the National Cancer 
Institute’s report of October 1997. And what this chart shows is 
that virtually the entire State of Maine would have received doses 
in excess of 3 rads for children who were consuming just an aver- 
age amount of milk and who were born on January 1, 1952, with 
the exception of a few counties, one county right in the center of 
Maine. You know the name of the county, I do not. 

Senator Collins. It is Penobscot and Piscataquis Counties. 

Dr. Hoffman. Yes. Where the doses would be in the category of 
lO-to-30 rad for such an individual. 

Senator Collins. I would next like to look at a second chart ^ 
which relates to consumers who drank a great deal of milk and the 
impact changes rather dramatically in this case, it looks like to me. 
But, again, if you could help us understand it. 

Dr. Hoffman. I think that this demonstrates one of the 
strengths of the calculations that have been made in the National 
Cancer Institute’s report. In their report they did consider the fact 
that some children would consume much more milk than just the 
average. And, so, they targeted a calculation for individuals that 
would be consuming more than just the average amount. And for 
those you see the doses increase quite a bit. Now, in this second 
chart almost the entire State of Maine is impacted with doses rang- 
ing from lO-to-30 rad. 

Senator Collins. And the third chart ^ I want to show you illus- 
trates those who drank a great deal of milk from what we call a 
backyard cow. It could be someone living on a farm, for example. 
Could you comment on this chart? 

Dr. Hoffman. Yes. The reason why the backyard cow is impor- 
tant is that there is no dilution from milk transported from outside 
the region. Also, backyard cows tend to produce less milk on the 
total and have the potential for transferring more iodine into their 
milk than the commercial dairy cow. 

And in this circumstance, for people who either are consuming 
milk from a backyard cow or a local farm, the entire State of Maine 
(for individuals born on January 1, 1952), would have received 
doses between lO-and-30 rad. 


^See Exhibit la, which is retained in the files of the Subcommittee. 
2 See Exhibit lb, which appear in the Appendix on pages 90—92. 
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Senator Collins. Thank you for that explanation of these charts. 
Just one follow-up question. It occurs to me as I listen to Senator 
Harkin recommending that there be widespread screening and 
then when I read the report recommending that there not be wide- 
spread screening that perhaps there is a middle ground here. 

And that is that if this material were communicated to physi- 
cians in, for example, the State of Maine, who may not be aware 
of the risk factors and the exposure that occurred during the 10- 
year period in question, that perhaps physicians armed with that 
information could decide whether testing or screening was appro- 
priate for their patients. But if they do not have access to this kind 
of information or they are just not aware of it, they cannot make 
those kinds of judgments. 

Do you know — and I will ask the NCI officials this question — but 
has there been an effort to educate the medical profession about 
the rather startling and unexpected findings on the dosages of radi- 
ation received during those periods? 

Dr. Hoffman. I am not aware of a major educational effort at 
this time. I believe at the time of the release of the information 
that one of the members of the National Cancer Institute’s Advi- 
sory Committee, Dr. David Becker, indeed on his own, attempted 
to educate and make contact with the American Thyroid Institute 
in order to caution the medical community about the potential haz- 
ards of massive screening. 

This is not to be taken lightly. Screening, if applied without due 
caution, can result in more harm than good. 

Senator Collins. And I agree with that and I am not advocating 
frightening the public into thinking that we need a massive screen- 
ing program. But on the other hand, it seems to me that physicians 
in Maine, for example, treating people my age and a bit older who 
grew up during this period in areas that are hot spots, should have 
this information so that they can decide on a case-by-case basis 
whether or not screening might be appropriate. 

Dr. Hoffman. Well, I would like to mention that in my own anal- 
ysis of the data, I do not see as much evidence for hot spots as I 
see evidence for age at time of exposure, gender, and especially for 
those individuals, those rare individuals on a diet of goat milk, to 
determine the high-end exposed group. 

That group will be at more risk than any average group that 
might be associated with a particular geographical location. 

Senator Collins. Thank you. Dr. Hoffman. 

Senator Glenn. 

Senator Glenn. Thank you. 

What is the difference between a backyard cow and a dairy cow 
as far as radiation goes? I do not understand why that would be 
different? 

Dr. Hoffman. Well, dairy cows are managed for maximum pro- 
duction of milk and they are often given a much higher percentage 
of concentrates, they may produce upwards of 30 quarts of milk or 
about 7 gallons of milk a day; whereby a family cow that is set out 
to pasture to graze may only produce from one-third to one-half of 
that. 



20 


Senator Glenn. In other words, your dairy cow would get more 
supplemental feed that would not he raw grass and things like that 
that are often more exposed to fallout? 

Dr. Hoffman. That is correct. And also because of the type of 
cows usually used for family use are low producers, there is a tend- 
ency for them to concentrate more iodine into the milk than those 
cows, like the large Holsteins, that are used for commercial diary 
operations. 

Senator Glenn. Dr. Johnson, am I correct to say that you do not 
recommend any overall screening now? Would you go along with 
screening in some of these hot spots where we have seen a lot of 
thyroid cancers develop? Or do we have enough information to do 
that? 

Dr. Johnson. Senator, you are asking me to comment on the Na- 
tional Cancer Institute study of which I am not that knowledge- 
able. What ATSDR did with regard to a comparable situation 
where Iodine-131 was released from the Hanford facility, we do 
recommend medical monitoring or, if you wish to call it, screening. 
And that is for persons whom we estimate to have had 10 rads or 
above exposure, primarily 1945-1951. Of that 14,000 people, some 
60 percent have had exposure to 25 rads or greater. So, we have 
recommended under Superfund that medical monitoring be done 
for that group of 14,000 people. 

Senator Glenn. In your studies, when you are reviewing the 
studies did ATSDR take specific steps to involve and inform the 
public and what specific steps did you do? 

What I am looking for really is this also: What do we do once 
we put this out to the public? What does the public do with it? We 
do not want openness just for openness’ sake and say all wash your 
hands, everything is great, now, we have protected the public. The 
public has to be given this information in some way that means 
something to them or it is sort of academic whether we put it out 
there or not. 

What did you do to help people get informed on this and to take 
precautions in their own families some way or was there an effort 
like that? If so, describe it. 

Dr. Johnson. I think I would like to begin, sir, by indicating that 
the practice of public health for quite some time has involved in- 
volvement of communities and tribal nations and getting the public 
involved is now very much a part of the fabric of public health. 

With regard to what we did specifically at Hanford, as I said in 
my testimony, we and GDC, jointly, created something called the 
Hanford Health Effects Subcommittee. Twenty-one persons rep- 
resenting a broad representation of the community around Han- 
ford. State health departments, the business community, concerned 
citizens, etc. 

We began our effort to determine if medical monitoring for the 
Hanford facility should be pursued by discussing that with this 
committee that we formed. The committee for 2 years met quar- 
terly. They provided us with information on their health concerns, 
advice on various issues of community education. 

Through that committee we were able to outreach to State and 
local health departments on what we felt were the issues related 
to Iodine-131 released from Hanford. We came to a deliberative de- 
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cision under Superfund that medical monitoring should he pursued 
and that was done in conjunction with this committee, with the 
media. 

And we have tried to educate health care providers, principally 
through working with State and local health departments. 

Senator Glenn. Is there any natural occurring Iodine-131 in na- 
ture? Does it all come from this? Is there any at all from lightening 
or whatever? Is there any natural Iodine-131? 

Dr. Hoffman. It is a product of nuclear fission. 

Senator Glenn. Yes. 

Dr. Hoffman. And, so, to the extent that in the past there have 
been natural nuclear incidents of spontaneous fission, that would 
he the source of materially-occuring Iodine-131. But because of its 
short half-life of 8 days, it would not persist. 

Senator Glenn. One of the things Congress requested was that 
a risk assessment be done by the report, but I do not think any 
was included in the report. 

I understand that National Cancer Institute did a risk assess- 
ment in 1997 and put it out in a press release. I do not know what 
the extent of that was or what the details were that went out. I 
guess we could say that was some effort at making this information 
available to the public. 

I do not know how extensive that was. But how difficult is a risk 
assessment to do? Should that be a natural outcome of this kind 
of a study? 

Dr. Hoffman. I believe it should. Today in the dose reconstruc- 
tions that are ongoing at Hanford, Rocky Flats, Oak Ridge and 
Fernald, the end point of the study is an estimate of individual 
risk. 

And, so, it was personally surprising to me that risk was not ag- 
^essively pursued in the National Cancer Institute study. The Na- 
tional Academy of Sciences and the Institute of Medicine report 
conclusively state that there is a causative link between Iodine-131 
and thyroid cancer. This information has been reinforced from the 
experience of the follow-up of children exposed from Chernobyl. Yet 
the very people who are most intimately involved in the study of 
children exposed to Chernobyl fallout are the same people involved 
in the National Cancer Institute’s Iodine-131 report. So, I do not 
know why information about health risk was not included. 

Senator Glenn. Yes. We are making a major issue of openness, 
as we should, but what happens then when we are open? Let us 
say all the information has been put out, what would the State 
health departments or doctors or AMA, whoever, what would they 
do? 

Is it just a general awareness through the medical industry that 
they ought to be more careful in screening this or is there an anti- 
dote to this in any way or any protection people can take? 

In other words, openness just for openness’ sake is one thing, but 
openness to get information out there that people will act on and 
are concerned about, that is very constructive. How do we make 
this effective? 

Dr. Hoffman. Well, yes, you have stated exactly the point that 
I was trying to make. Through openness, the community with a 
need for the information is informed at the earliest stage of the 
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project and they have time then to digest the information and take 
appropriate action. 

The information about the high thyroid doses throughout the 
United States, that information perhaps was known as early as 
1965. But in the National Cancer Institute report the first prelimi- 
nary results were available in the late 1980’s. In an open study 
that preliminary information would be made available and people 
would have had the opportunity to respond to this information. 

Senator Glenn. Do you have any reason that you know of why 
this was not put out earlier? Was it just a delay or other things 
that people were involved with do you know? 

Dr. Hoffman. In my personal opinion, I think it is in part a re- 
flection of the traditional scientific process of not releasing informa- 
tion until it is absolutely final. And because the information was 
not absolutely final it was not released. 

But contrary to that scientific tradition, present-day public 
health dose reconstructions will release draft results at an early 
stage with the understanding that it is draft information and sub- 
ject to change. 

Senator Glenn. I think you had indicated, maybe in your longer 
written statement or earlier, that you believe the data was com- 
pleted about 1989 and the report was completed about 1992. That 
is 8 and 5 years before the report was issued. Do you know why 
that occurred? 

Dr. Hoffman. Well, I would like to just make a correction. I do 
not know if the report was completed in 1992 but I think the cal- 
culations were finalized about that time. So, the basic information 
was well in hand in that time period. 

Why did it take from 1992 until the present time to release the 
report? I think, you must put that question to the authors of the 
report. 

Senator Glenn. From a practical standpoint, is there any easy 
test for thyroid cancer? If I was concerned about a child or a grand- 
child that had thyroid cancer, is there anything except the doctor 
finding lumps or do you have to go through the expensive things 
like an MRI and things like that to determine if there is a problem 
there? There is no easy test, is there? 

Dr. Johnson. Senator, the proposal we made that is specific to 
Hanford is a phased approach where a person would be seen by a 
physician who knows the issues, that is to say, radiation and thy- 
roid disease. The first phase of that screening would involve palpa- 
tion of the thyroid, a physical exam, a personal history and so 
forth. 

The second phase of that effort would go into a program of ultra- 
sound if referred into the second phase from the first phase. The 
third phase would be fine-needle aspiration where a small amount 
of tissue from the thyroid gland is examined for abnormal pathol- 
ogy- 

Our program would then recommend under conditions that 
knowledgeable physicians then make the decision on whether or 
not to proceed with surgery or some other kind of more invasive 
procedures. 

So, we see it as a phased diagnosis. 



23 


If I could comment also with regard to physicians. Our work with 
State health departments leads to work with local health depart- 
ments, that leads to work with local medical societies, that leads 
to work with local health care providers. And it is a process that 
has to involve all those links — State, local, medical societies, local 
health care providers. Physicians are not well versed on issues of 
toxicology, radiation biology and so forth. And I do not think the 
public should expect that that should be the case. 

Our responsibility is to provide that technical assistance and to 
provide other information that would be helpful in their practice of 
medicine. 

Senator Glenn. Well, but you still depend on what? On things 
like AMA publications or do you have a report that you put out to 
every registered doctor in the United States? 

Dr. Johnson. Again, we work under Superfund. It is a site-spe- 
cific individual issue. For example, we recently had concern about 
PCBs and fish tissue. We worked with the USEPA to outreach to 
every physician in one particular State in the Midwest. It is not 
Ohio, sir. It was one of the other States. So, it depends upon the 
issue. 

Senator Collins. Senator Glenn, I can yield the remainder of my 
time to you or we could go to Senator Durbin? 

Senator Glenn. I yield to Senator Durbin. 

Senator Collins. Senator Durbin. 

OPENING STATEMENT OF SENATOR DURBIN 

Senator Durbin. Thank you. Madam Chair. 

I appreciate this hearing and I am learning a lot in a hurry 
about a subject that I do not profess to have any particular exper- 
tise. I am trying to really translate this into what I might expect 
the average person in my home State of Illinois to ask me if they 
should hear about this hearing and this report. Particularly when 
I look at one of the charts — and I am not sure you have them for 
all the States there, but you have provided them for us in the testi- 
mony — and I find that one of the communities near where I live, 
Christian County, Taylorville area, supposedly had exposures of 
greater than 30 rads of Iodine-131 thyroid doses for persons born 
on January 1, 1952, the backyard cow example. 

What am I to tell someone who heard that, that this was the 
case? What kind of precaution or concern should they have over 
that fact, if they lived in that area in that period of time? 

Dr. Johnson. Well, Senator, again, my agency is involved with 
releases of Iodine-13 1 from the Hanford facility so our work is not 
specific to the National Cancer Institute study, although there are 
parallel issues. 

What we have said to the public that was exposed as children to 
Iodine-131 releases working through the media — working through 
the States of Washington’s, Idaho’s, and Oregon’s health depart- 
ments — that exposure does increase their risk for certain kinds of 
thyroid disease. 

We have said that we believe this is a matter between persons 
and their health care providers and their physicians and that we 
are trying to provide that would outreach to those persons at ele- 
vated risk to bring them in for a kind of screening program. 
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Senator Durbin. Is there a normal period of time within which 
you could expect this thyroid cancer to exhibit itself? If a person 
said, OK, I was living at Taylorville, I grew up there, I was a kid 
born in 1952, I am 46 years old, I have never had a problem, does 
that mean I am out of the woods when it comes to this particular 
concern? Or is it, no, you have just reached an age where it might 
be a particular concern? 

Can you tell me that? 

Dr. Johnson. I would like to refer that to my colleague. Dr. 
Lybarger, who is a medical doctor. 

Dr. Lybarger. Senator, the risk increases throughout one’s life- 
time to a general level of around 40 years. It does not decrease 
after that period of time. So, generally, it is a life-long risk of extra 
cancer. 

Senator Durbin. Can I ask you about some other things, too. Dr. 
Hoffman testified that Iodine-131 is just one of the radionuclides — 
I hope I am pronouncing that correctly — that occurs in fallout, but 
it is the one that has been the subject of the largest dose recon- 
struction study. 

Are there other dose reconstructions of other radionuclides that 
ought to be conducted? 

Dr. Hoffman. I believe so. There have been assessments of the 
impact of all the radionuclides in global fallout from the United 
Nations Scientific Committee on the Effects of Atomic Radiation. 
But a detailed assessment on the level of the National Cancer In- 
stitute’s report for other radionuclides, beyond those communities 
immediately downwind of the Nevada Test Site, has never been 
done. 

Also, there has not been an attempt, as far as I know, to esti- 
mate the individual risk associated with exposure to those radio- 
nuclides. Now, what I think is important, and the reason I would 
support such studies, is because the types of cancers and disease 
induced by exposure to those other radionuclides are more likely to 
result in a fatality rather than just a morbidity. 

In the case of thyroid cancer mortality is less than 10 percent. 
The leathality fraction, or the chance of death, is much higher for 
the types of cancer induced by the other radionuclides. 

Senator Durbin. I do not want to over-state what you have just 
said so I want to make sure it is clear for the record. You are sug- 
gesting that this study with Iodine-131 indicates what probably oc- 
curred as a result of the fallout from the tests in creating a medical 
condition which is serious but not as life-threatening as some other 
cancers. 

And you are saying that there are other radionuclides that might 
have come from these tests which should also be surveyed because 
of the potential danger which might be even greater than the dan- 
ger of thyroid cancer, is that correct? 

Dr. Hoffman. That is correct. But I would say that there are 
other radionuclides that did come from these tests, not might have, 
they did. And I personally have asked this question of the National 
Cancer Institute in the past and that is, why was there no attempt 
to expand the scope of the study? I feel the intent of that public 
law back in 1983 was to look at the full potential health impact of 
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weapons testing at Nevada. To do that, you have got to look at all 
the radionuclides. 

Now, the techniques that were developed to estimate Iodine-131 
are the same techniques that could have been used to estimate all 
of the other radionuclides. So, the step to include an estimate for 
the other radionuclides in fallout was not a major step. 

Senator Durbin. What are the other radionuclides? Can you tell 
me? Is the list too long? 

Dr. Hoffman. The other ones are Cesium-137, that has a 30- 
year half-life and is readily taken up in the food chains; Stron- 
tium-90, that acts very much like calcium and is taken up like io- 
dine into milk and can deposit in bones. Over the long-term, radio- 
active Carbon-14, which also will be prevalent in human foods. 
Those three radionuclides can be measured even today. 

However, the bulk of what can be measured was contributed by 
global fallout, not by Nevada Test Site operations. 

Senator Durbin. Can we use the same — let me see if I state this 
correctly — I take it what you have given us in this portrayal here 
and map, as Senator Collins and others have noted, is an indica- 
tion of where these deposits of Iodine-131 were the most serious 
or the greatest. Can we conclude that these other radionuclides 
were likely to have been deposited in the same places? 

Dr. Hoffman. Yes. 

Senator Durbin. We can. 

Dr. Hoffman. Yes. 

Senator Durbin. Well, then I think what — I do not want to over- 
state this — but I think what we are considering today is the canary 
in the cage in the coal mine and it is looking very sick because of 
Iodine-131 and something worse may be out there. And I am afraid 
that — and I do not want to over-state this because this is a serious 
matter of public health and I do not want to cause great alarm — 
but if I follow your questioning, we need to get on this quickly. 

We cannot allow the kind of delay and procedure that was used 
in this report to prevail again, so, that we can address these other 
radionuclides which are even more dangerous, which could have 
been deposited from this fallout or from some other source. Have 
I stated this correctly? Please, correct me if I am wrong because I 
do not want to be wrong. 

Dr. Hoffman. I would not want to, at this time, make a state- 
ment about the overall effect until such studies had been com- 
pleted. I would want to emphasize, however, that the health out- 
comes associated with exposures to these other radionuclides are 
more than likely to lead to the types of cancer that could result in 
a mortality. But whether we are dealing with a few thousand cases 
of excess mortalities or a few tens of thousands of cases of excess 
mortality I will not know until such studies have been conducted. 

Senator Durbin. Well, the reason I pointed out Christian Coun- 
ty, Illinois, is that they have had a lawsuit recently concluded 
where there was an extraordinary incidence of a rare cancer, neu- 
roblastoma, in four children and unexplained. And I do not suggest 
it has any connection here, but I can tell you that that has caused 
everyone in this area to be overly sensitive as to whether or not 
there is something unusual in that particular area and it just 
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jumped right off the map when I opened up this chart and saw that 
this was one of the counties involved here. 

I thank you, Madam Chairman. 

Senator Collins. Thank you. 

Senator Glenn. 

Senator Glenn. Yes. Just one more follow-up one on Senator 
Durhin’s comments. I was talking to the staff here while he was 
commenting. I believe you have strontium and cesium, also in the 
radionuclide family that are fallouts from some of this, too. Now, 
should we he concerned about some of those dosages because stron- 
tium, as I understand it, concentrates in the bones. It can cause 
cancer. Now, maybe it comes from some other sources also, I do not 
know. Cesium is more long-lived, I am told, and, so, you may have 
radiation in you from a collection of cesium over time. 

Now, some of these things also are used in the medical profession 
for diagnosis as well as therapy for certain things. So, they are 
used in a controlled fashion that way. My question is, do you know 
whether you could give us some advice on whether the dosages are 
high enough from some of this fallout of these other radionuclides 
that we should be alarmed about them and should be doing some 
similar studies that cover these other areas? Or are they so rare 
that those other radionuclides, strontium and cesium, as a source 
of potential cancer is not large enough that we need to worry about 
it that much; there are other things that we should be concen- 
trating our efforts on? Do you have any comment on that? 

Dr. Hoffman. It is hard to come up with a simple answer to the 
question that you just posed. In order to give full public disclosure 
as to what the potential health impacts have been from testing at 
the Nevada Test Site, yes, I believe that investigations should be 
undertaken of the full suite of radionuclides that have been pro- 
duced. 

Have significant exposures occurred as a result of the deposition 
of these other radionuclides in fallout? I do not know the answer 
to this until such studies have been undertaken. 

How significant is it likely to be? I think it is fairly evident that 
the highest exposures to these other radionuclides more likely than 
not to have come from global fallout because these are long-lived 
radionuclides that accumulate in the upper atmosphere and they 
can deposit over a number of years. 

So, that what we currently measure in our foods and in soils of 
cesium, strontium, and Carbon-14, the bulk of that came in from 
global fallout and not from the Nevada Test Site. However, a frac- 
tion of that is still a contribution from operations in Nevada. 

Senator Glenn. But do we have good information about what 
kinds of cancer or whether cancer is caused by these other things 
like the strontium and the cesium and others, as well as Iodine- 
131? 

Dr. Hoffman. Well, for Iodine-131 the primary organ of interest 
is the thyroid and other than non-neoplastic thyroiditis the main 
issue of concern is the production of radiogenic thyroid nodules and 
carcinomas. For the other radionuclides, it is basically looking at 
the overall interaction of radiation in biological matter. And there, 
I believe, the scientific evidence is fairly conclusive and that is that 
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any excess exposure to radiation increases one’s risk over one’s life- 
time of cancer. That risk may be small but the risk is still there. 

Senator Glenn. All right, but the fallout we received such as in 
Maine and the other places where there are hot-spots — it would be 
your opinion, I gather from what you said about the long-lasting 
life of this as opposed to the half-life — that these would not nec- 
essarily, strontium, cesium, problems, whatever they resulted in, 
would not necessarily be in those same hot spots, even though they 
might have been generated originally by the same nuclear event. 

In other words, they would be more long-lived and would be more 
likely to circulate all over the world over a period of time and be 
a hazard for a longer period of time than would Iodine-131? 

Dr. Hoffman. That is true. However, you also have to question 
whether or not you could see Strontium-90, Cesium-137 that origi- 
nated from Nevada in these locations. And, the answer is that yes, 
indeed, those radionuclides are present at those locations. How- 
ever, their presence may be masked by a larger fraction that was 
deposited with global fallout. 

Senator Glenn. OK. But does strontium concentrate in the 
bones? 

Dr. Hoffman. Yes. 

Senator Glenn. Has anyone ever done studies in these same hot 
spots to determine whether we have higher incidence of bone can- 
cer that might be trackable back to strontium? 

Dr. Hoffman. I do not believe so, and I believe that such studies 
would be difficult because of the other potential causes of bone can- 
cer. So, that a simple epidemiological study that tries to do a geo- 
graphical analysis of bone cancer and to draw correlations more 
likely than not might produce inconclusive results. 

Senator Glenn. OK. I have nothing else. 

Senator Collins. Thank you very much for your testimony. 

Our next panel this morning includes the official who managed 
the radiation study. Dr. Bruce Wachholz, the Chief of the Radiation 
Effects Branch of the National Cancer Institute. 

The Department of Health and Human Services is represented 
by Dr. William Raub, the Deputy Assistant Secretary for Science 
Policy and the Science Advisor to the Secretary of HHS. HHS is the 
Department ultimately responsible for the oversight and manage- 
ment of the NCI study. 

I am also going to ask that Dr. Richard Klausner, the Director 
of the National Cancer Institute, join these other two witnesses. I 
would ask that the three of you come forward and remain standing 
so that I can swear you in pursuant to the Subcommittee rules. 

Do you swear that the testimony you are about to give will be 
the truth, the whole truth and nothing but the truth, so, help you, 
God? 

Dr. Wachholz. I do. 

Dr. Raub. I do. 

Dr. Klausner. I do. 

Senator Collins. Thank you. Please, be seated. 

I first want to just go over the ground rules for the testimony. 
Any written statements will be submitted in their entirety. I am 
going to ask that oral statements be limited to no more than 10 
minutes each, using the lights for guidance. I want to start with 
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Dr. Wachholz. Do you have a statement that you would like to 
make this morning? 

TESTIMONY OF BRUCE WACHHOLZ, PH.D., CHIEF, RADIATION 
EFFECTS BRANCH, NATIONAL CANCER INSTITUTE 

Dr. Wachholz. Yes, Ma’am. 

Madam Chairman, Members of the Committee, I am Bruce 
Wachholz, Chief of the Radiation Effects Branch at the National 
Cancer Institute. In that capacity, I have had the opportunity to 
oversee a wide range of radiation research projects funded by the 
NCI and have worked with scientists in other Federal and non- 
Federal agencies and laboratories for 15 years. Also, here today 
from NCI, to my right, are the Director of the Institute, Dr. Rich- 
ard Klausner, and behind me, the U.S. Associate Project Director 
for the Chernobyl Studies, Dr. Ihor Masnyk. 

I would like to ask that the NCI statement be included for the 
record, as I am sure Dr. Klausner would request. 

Senator Collins. It will be. 

Dr. Wachholz. First of all, I would like to express my personal 
appreciation to the Subcommittee for its clarification of items in 
the press that occurred yesterday. It is very much appreciated. 

One of the NCI projects, the preparation of the 1-131 Fallout Re- 
port, unfortunately took 14 years to complete. Too many years. 
That was for two reasons. First, the recruitment of all the experts 
involved in the study, the data collection, management and anal- 
ysis, computer programs and drafting of the report took roughly be- 
tween 10 and 11 years — much longer than either the advisory com- 
mittee or I originally predicted, but not inconsistent with other 
studies of this type. 

Second, and perhaps more importantly, for almost 2 years, from 
1994 to 1996, the preparation of the report received little attention. 
I sincerely regret that this has happened and I take responsibility 
for the delay and acknowledge that the report could have gotten 
out faster. 

One of the concerns expressed by the Subcommittee has been 
that those of us involved in the report — and I certainly include my- 
self in that group — should have been more sensitive to the public’s 
interest in the findings, and we should have involved the public 
more in its development and dissemination. In retrospect we 
should have involved citizens in some way in all aspects of the 
project. 

We did provide continuous presentations to the scientific commu- 
nity at meetings of National Cancer Institute Advisory Boards, 
groups at international and national meetings and to other Federal 
agencies who assisted with the methodology. As the previous par- 
ticipant, Dr. Hoffman, mentioned, it was discussed in the scientific 
community. 

There was no intent to deceive or to conceal this information 
from anyone, including the public. It, perhaps erroneously, never 
occurred to me that the delay in publishing would be interpreted 
as a so-called coverup or concealment of data. 

In fact, one of my primary efforts in the preparation of the final 
document was to ensure that the various categories of persons, var- 
ious diets and so on, be clarified in the report so that those persons 



29 


in the public who might be interested in the report would be able 
to understand the information more clearly and have the oppor- 
tunity to construct their own estimated doses. This required exten- 
sive rewriting of the document to make it as user-friendly as it now 
appears in print and on the Internet. 

The recent review of the report by the National Academy of 
Sciences found it to be a careful, detailed and responsible effort 
with scientific results consistent in most respects with the Acad- 
emy’s own analysis. But the reviewers also recommended that a fo- 
cused effort be made with the help of the public to develop a pro- 
gram of public information and education about the consequences 
of the Nevada weapons tests. 

I am aware of the criticisms and concerns expressed by many 
about the length of time it took to make our findings available to 
the general public. And I agree and subscribe certainly to Dr. 
Klausner’s statement in last October’s hearing on this same mat- 
ter, that a clear, faster and more aggressive plan should have been 
put in place to make the results public. 

During that same time period, from 1991 forward, non-govern- 
ment scientists, NCI staff and I were involved in developing long- 
term studies of health effects, specifically of the thyroid that might 
result from exposure to 1-131 from the Chernobyl Nuclear Power 
Plant accident in 1986. We hope that these studies will provide a 
more definitive answer in order to assess the risks of thyroid can- 
cer associated with exposure to 1-131 and, thereby, help to respond 
to the third component of the Congressional mandate. ^ 

However, this is a long-term clinical epidemiology study in coun- 
tries of the former Soviet Union where we face many challenges. 
I surely have learned from the 1-131 Report experience that this 
research is of interest not just to scientists but also to the medical 
profession and to the public. Therefore, we are all making efforts 
to inform the public as new information becomes available. 

For example, last December we presented the 1-131 Report to 
the Centers for Disease Control and Prevention Advisory Com- 
mittee on Energy Related Epidemiologic Research, referred to as 
ACERER, which includes both non-government scientists, such as 
Dr. Hoffman whom you heard from earlier, but also members of the 
public. And we are scheduled to discuss the Chernobyl project with 
the same advisory committee in November of this year. 

In addition, last week our contractor at Columbia University, 
who is working with us on the Chernobyl studies, and I presented 
these studies to the National Cancer Advisory Board — which also 
includes members of the public and medical professionals. The 
CDC participated in that presentation, as well. 

These Chernobyl studies are the result of interagency coopera- 
tion and could not have come about without the help of the Nuclear 
Regulatory Commission, the Department of Energy, NCI staff, and 
many non-government scientists with special expertise who are 
willing to devote their time and effort to overcoming the challenges 
involved in helping Belarus and Ukraine conduct these studies. 

We have resolved the many and challenging difficulties that have 
come to our attention so far and I am glad to report that screening 
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of populations is underway in both Ukraine and Belarus. In fact, 
in the first year of screenings, Belarus is very close to meeting its 
projected target for participant accrual. 

When asked last week at the National Cancer Advisory Board’s 
open session about the progress of the Chernobyl project. Dr. Jeff- 
ery Howe, who leads the contract with Columbia University to pro- 
vide scientific and technical support in aspects of these projects, 
said it quite well and I quote, “. . . all epidemiology takes a long 
time to get going. So, despite the apparent length of time I was not 
surprised and was not discouraged. And . . . since I have been ac- 
tively involved in the thyroid studies, I have actually been very im- 
pressed that things are moving now. . . .” 

We, at NCI, share his optimism and are encouraged by the pace 
of accrual. Shortly, Bi-National Advisory committees will meet to 
discuss how they can best advise all entities involved about the 
progress of the project and how to maintain the integrity of the re- 
search. Our foreign colleagues and we look forward to receiving 
their guidance, including how best to communicate information as 
it becomes available. 

We know that communicating results of our radiation studies to 
the public requires a careful and thoughtful plan and my col- 
leagues and I will be mindful of that in the future. In fact, we will 
work closely with the CDC in order to plan for future information 
for the public in a more thoughtful and sensitive manner. 

That concludes my remarks. I would be happy to answer ques- 
tions. 

Senator Collins. Thank you. 

Dr. Klausner, I know you have submitted a written statement for 
the record. Would you like to make a few brief remarks? 

Dr. Klausner. Yes. 

TESTIMONY OF RICHARD D. KLAUSNER, M.D.,i DIRECTOR, NA- 
TIONAL CANCER INSTITUTE, NATIONAL INSTITUTES OF 

HEALTH, DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Dr. Klausner. Let me just respond to a few issues that have 
been brought up about how we communicate this very important 
and troubling information to the public. Once I became aware of 
the study, which was in the spring of 1997, we moved very, very 
quickly to make sure that this is presented to professional commu- 
nities, public health communities, and to the public. 

This report was unprecedented, in that it was 110,000 pages. It 
was very complex and we wanted to make it in a form — and it is 
very hard to do, and there is lots that we can do better — accessible 
to everyone. 

We put it out on the Internet. Individuals can go in and can re- 
construct their own predicted doses, based upon where they were 
born, when they were born, and if they can remember, what they 
ate and how much they drank — recognizing that there are great 
uncertainties here. 

We met with and spoke with all State and territorial health offi- 
cials. We had an extensive communication plan with professional 
societies, including the American Thyroid Association. There were 


^The prepared statement of Dr. Klausner appears in the Appendix on page 75. 
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special sessions at those meetings to develop what they would say 
to their members so that we would put out the information that 
you and Senator Glenn have asked for: What should physicians 
say? What should individuals ask? Where they can get informa- 
tion? 

We had many press conferences. The press certainly was very 
helpful in making sure this is a very widely known report. We were 
moving to release it as quickly as we could in, as I said, an unprec- 
edented way. 

We have a lot of communication mechanisms at the NCI. The 
most widely used service for getting free information about cancer 
in English and in Spanish is available through a 1-800-number 
[1-800-4-CANCER], and we had questions and answers put there. 

We did an enormous amount last year — and continue to help 
work with professional societies to get this information out and to 
put it in the context of what to do, what we know, and how much 
about this we do not know. There is still great uncertainty about 
the implications. 

Importantly and largely because of the question of whether the 
Federal Government is credible about these issues — ^because of this 
terrible history and legacy of secrecy and what the government had 
done — we turned to an independent entity, the Institute of Medi- 
cine and the National Academy of Sciences, so that they could look 
at the study, if it was well done, if it was credible and, specifically, 
to make advice to all of us — to the Nation — about what we should 
do in terms of public health implications, medical monitoring impli- 
cations, and advice about what we should do for education and 
communication. 

I know that we can do everything better but I want to assure you 
that ever since this report came to my attention I think we have 
moved in an unprecedented way to be open, to be communicative, 
to provide the type of information that you have been asking for 
today, and the type of information that Dr. Hoffman has talked 
about. 

One final thing. The CDC has done a spectacular job with radi- 
ation-related studies, including the Community and Oversight 
Boards. What we have done since a year ago is sign a memo- 
randum of understanding between myself and the head of this area 
of the CDC. All NCI radiation studies are now presented to the 
CDC’s Public Oversight Board to correct what we saw were defi- 
ciencies in the process and which I know you are concerned about. 

So, I just want to assure you that we have been acting. 

Senator Collins. Thank you. 

Dr. Ranh. 

TESTIMONY OF WILLIAM F. RAUB, PH.D.,i DEPUTY ASSISTANT 

SECRETARY FOR SCIENCE POLICY, DEPARTMENT OF 

HEALTH AND HUMAN SERVICES 

Dr. Raub. Thank you. Madam Chairman, Senator Glenn, I am 
pleased to present the perspective of the Department of Health and 
Human Services on the conduct of two studies designed to examine 


^The prepared statement of Dr. Raub appears in the Appendix on page 87. 
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the effects of exposure to Iodine-131 following nuclear testing or 
accidents. 

My colleagues and I appreciate the time and attention the 
Subcommittee staff has devoted to its review of these studies. The 
Department recognizes as understandable and legitimate the fre- 
quently expressed concern that the exposed populations in both 
cases may be at higher risk of diseases of the thyroid, particularly 
cancer. 

We share your desire that our research be conducted both rigor- 
ously and efficiently and that outcomes be used to promote national 
policies that are protective of the public health. The National Can- 
cer Institute is the appropriate organization to direct research to- 
ward resolving these concerns. It has the requisite expertise and 
experience. In particular, its staff includes leading international 
authorities on radiation epidemiology and radiation dosimetry. 

The Subcommittee has raised important questions about our re- 
sponse to Public Law 97-414, which directed the Department to 
conduct the study related to the Iodine-131 fallout from the Ne- 
vada Test Site. NCI clearly took too long to complete the study. We 
have learned important lessons about use of resources and the set- 
ting of priorities as a result of our experience with the Iodine-131 
study. NCI already has instituted important management reforms 
to ensure that repetitions of this do not happen. 

The Department, for its part on a broader basis, will review its 
procedures for monitoring such major studies and, where nec- 
essary, will institute reforms to ensure that we do not repeat the 
experience of the Iodine-131 study. 

As you know, the Institute of Medicine reviewed the NCI study 
and recently issued its own report. lOM assessed the soundness of 
National Cancer Institute’s analysis and assumptions and its esti- 
mates of risk of thyroid disease from Iodine-131 fallout. lOM also 
analyzed the issues associated with population-based screening for 
thyroid cancer and the challenges associated with providing clear 
and useful information about the risks of both radiation and 
screening to those who have been exposed. We are currently study- 
ing lOM’s report so that the Department can be responsive to its 
findings. 

I call your attention to the fact that lOM did not recommend 
population-based screening for people exposed to radiation fallout. 
Testimony earlier today from the Agency for Toxic Substances and 
Disease Registry, however, indicates that it recommends medical 
monitoring for people exposed to radiation from the Hanford Nu- 
clear Reactor. In his testimony. Dr. Johnson, of ATSDR, compared 
his agency’s recommendation with the lOM findings. He correctly 
noted that ATSDR, and NCI studies differed considerably with re- 
gard to circumstances, methodology, outcomes, and requirements. 
On their face, the ATSDR and lOM conclusions do not appear to 
be in conflict. 

However, the Department will review policies and practices at 
the Centers for Disease Control and Prevention, ATSDR and NCI 
to identify significant differences, if any, in their respective ap- 
proaches to dose reconstruction and determinations regarding the 
need for and feasibility of population-based screening or medical 
monitoring. 
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If we find any differences that we believe jeopardize the Depart- 
ment’s ability to be protective of the public health, we will initiate 
corrective action. 

The ongoing NCI study of the Chernobyl disaster is a unique op- 
portunity to examine the effects of radiation on people. We have 
confidence that the Institute is on course toward identifying proper 
cohorts, estimating exposure, and assessing risks of disease. 

The Department is aware of the difficulties of conducting such 
research in countries that had been part of the former Soviet 
Union. The science of epidemiology is not as uniformly well devel- 
oped there as here. In many cases resources and experience lag far 
behind those available in the United States, and managing a major 
international study in an area of the world that is experiencing sig- 
nificant political and economic instability is a difficult undertaking. 

As a consequence, I do not think we should judge the progress 
of the Chernobyl study using the same standards that we would 
apply to a study conducted in the United States. Nevertheless, the 
Subcommittee staff, in its discussions with us preceding this hear- 
ing, raised several important management issues related to the 
Chernobyl research. 

Because this research is so important and, we hope, the only op- 
portunity we ever have to study such exposure in human beings, 
the Department wants to be certain that the Chernobyl work is 
done as effectively and as efficiently as possible. We recognize the 
concerns of the Subcommittee, and we take them seriously. 

I will work with NCI staff to arrange for an independent review 
of the Chernobyl project to identify any problems associated with 
the way the work is planned, organized, conducted, and overseen. 

Our plan to seek an independent review does not mean we lack 
confidence in the National Cancer Institute. To the contrary, we be- 
lieve NCI is the right organization to conduct this research, and we 
are intent upon doing everything reasonable toward ensuring that 
the project remains appropriately oriented and proceeds as expedi- 
tiously as circumstances allow. We will await the outcome of the 
independent review with an open mind. 

Thank you for the opportunity to testify today. 

Senator Collins. Thank you. Dr. Raub. 

Dr. Wachholz, I want to get in my mind a clear understanding 
of the timetable and also the reasons for delay. Dr. Hoffman testi- 
fied this morning that the NCI report was essentially completed in 
1992, is that correct? 

Dr. Wachholz. The data base and most of the analysis were 
complete by that time, yes. Ma’am. The report, itself, in its entirety 
was not complete until 1994. 

Senator Collins. All right. I will accept the 1994 date then for 
the purposes of this discussion. Considering that the study’s find- 
ings were that people in unexpected areas of the country, including 
States like Maine, were exposed to high levels of radiation, why did 
you wait so long before releasing this information to the public? 

That is the question that I am having a great deal of difficulty 
with. 

Dr. Wachholz. Understandably so. Madam Chair. 

I have to take you back to that time. Quite candidly, there had 
been literally no inquiry with regard to this particular study during 
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the preceding 10 or 11 years. In addition, our Advisory Committee 
had been disbanded in 1993. Certainly wrongly in retrospect, obvi- 
ously, the sense was that nobody was really terribly interested in 
this. That, in and of itself, is not sufficient. 

I think you also have to keep in mind that concurrent with those 
times we were becoming increasingly involved in the Chernobyl 
studies which were taking a great deal of time, particularly from 
1993, 1994, 1995, and onward. We could not do both with equal 
dedication. 

Given the situation at NCI at that time, when there were uncer- 
tainties and changes in management in 1993, 1994, and 1995, I 
had to make a decision as to whether or not we would make a 
major effort to establish ourselves in the countries of the former 
Soviet Union in order to work with the governments there in order 
to address the third component of the law that has been mentioned 
earlier, namely the risk co-efficient for thyroid cancer — versus get- 
ting the report out and letting the Chernobyl study pass essen- 
tially — and we could not do both with equal dedication at that 
time. 

Senator Collins. The public cannot be interested in what the 
public does not know. The interest in this report was enormous 
once it finally was released. Was there any concern on your part 
that, did you delay for any reason, related to your concern about 
what public reaction to the report might be? 

Dr. Wachholz. No, Ma’am. 

Senator Collins. Was the report only released when Congress 
started pressuring the agency, saying, where is this report? We 
were notified back in 1992 by the NCI that we were going to re- 
ceive it in 1992. 

Dr. Wachholz. When Dr. Klausner and his senior staff became 
established in mid-to-late 1995, the situation was discussed with 
my supervisor at that time, and steps were taken to augment the 
staff. So, starting in 1996, I could devote time to getting this report 
out. 

In early 1997, I think, I wrote a letter to CDC responding to 
their request as to when the report would be out. I think I indi- 
cated at that time that we were hoping to have it out by October 
1, 1997, which predated any of the press involvement. We recog- 
nized ourselves that we just had to get this report out and once we 
had a management structure in place to be of assistance in this, 
we made progress on it. 

Senator Collins. I know that Senator Glenn is going to want to 
follow-up on those issues. I am just going to ask one question of 
Dr. Raub before turning over the questioning to Senator Glenn. 

Does not HHS bear some responsibility here? It was HHS’ deci- 
sion to delegate the report to the National Cancer Institute. How 
did HHS let such an important study fall through the cracks? Do 
you not have a system for tracking congressionally mandated stud- 
ies? 

Dr. Raub. Madam Chairman, you are right. The Department 
does bear responsibility with NCI here. The system for tracking 
congressionally mandated projects clearly failed in this instance. 

Senator Collins. Senator Glenn. 

Senator Glenn. Well, is there a system? 
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Dr. Raub. Yes, sir. It is not clearly as uniform as it ought to be 
but there are attempts, especially with appropriations actions with- 
in the Department, to try to ensure that there is systematic follow- 
up. We clearly have not done as good a job with respect to man- 
dates occurring in legislation outside of appropriations. 

Senator Glenn. I would think this would be fairly simple, not 
only in your office, but out in NCI also. Dr. Klausner. You came 
in 1995, so, a lot of this pre-dates your arrival there. But any big 
endeavor like the Department’s or agencies that you operate will 
often have a big board on the wall or a pert chart where you list 
the different things and when they are due. The list includes all 
these things, including due dates and whether it either made it or 
it does not. 

How do you keep faith with the people who asked for this report? 
There apparently is no such system operable. Or, at least for this 
report, if there is, it really fell through the cracks because we are 
talking about 14 years. 

And we are talking about even when we received annual reports 
from NIH and the annual reports of the National Cancer Institute 
from 1992 to 1995 regarding this report, the report stated that the 
activities, “Have been completed during the current reporting pe- 
riod.” 

Each year they are telling us over and over again the report has 
been completed and then additionally the Advisory Committee for 
the study was even disbanded in 1993 as you have mentioned. Dr. 
Wachholz. So, here we have a study all completed and nobody is 
checking on it to see that it just gets submitted. 

Now, somewhere, obviously, things fell through the cracks and 
Dr. Wachholz is taking complete responsibility for this. I gather 
that you had competing things demanding your time. Are you 
short-handed? Do we need more support in these areas? Obviously 
the squeaky wheel gets the grease at NIH or NCI or any place else 
and if we are not griping about not getting a report, maybe it gets 
shifted back some place and that is not the way the system is sup- 
posed to work. 

We should not have to heckle people into getting a report once 
the thing is done. It should not sit out there for years. And you 
have already admitted that this report fell through the cracks, but 
this makes me wonder how many more reports have been re- 
quested for very good reasons, people doing studies and so on and 
concerns about health, and how many more are sitting some place 
because there is not a system in place to make sure that we get 
them moving off dead center and in here somewhere close to their 
deadline. 

Now, do we have a system or do we not? I will start with you, 
you are HHS, and then I will go to Dr. Klausner and see what kind 
of a system you actually have right now. 

Dr. Raub. The system that exists now. Senator Glenn, is oriented 
heavily toward those requirements that are associated with appro- 
priations bills, as I indicated. I am not aware that we are remiss 
in failing to track or report other mandated studies, but I could not 
at this moment give you assurance that we are not. 
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Senator Glenn. What you are saying is, unless it is an appro- 
priations bill then it is going to get sent back to second status, is 
that correct? 

Dr. Raub. No, sir. I did not mean to imply that, but rather that 
I believe the system is better developed with respect to appropria- 
tions language. 

Senator Glenn. Well, we are not an appropriating committee 
over here and, yet, we ask for studies. This Committee, as a matter 
of fact, I think we have a record on this Committee. We did not 
set out to do it that way. But we have the broadest areas of respon- 
sibility on this Committee of any committee in the Congress. We 
overlap almost every other committee. Most people do not realize 
that. And we normally have the most General Accounting Office 
studies, for instance, going on behalf of this Committee. 

And, so, we probably have a lot of requests out there and I do 
not want to think because it does not involve an appropriation mat- 
ter that we are going to get second-class treatment, unless we are 
notified. If someb^ody says we have got an appropriation matter and 
they are demanding action right now, we got to get that thing out 
there for them, right now, I understand that. The appropriations 
are the big stick around here and that is understandable. But then 
if it comes at a time when we have said we would like to have it 
by a certain time and you have agreed it is going to be by a certain 
time, then we should be notified of that. And we are very under- 
standing of the appropriations problems. 

But we cannot have anything like this dropping through the 
cracks where it sits for 14 years although it was done in 1992. And 
in 1993 you disband the committee and we are still sitting. And it 
does not see the light of day until Senator Daschle’s staff, I believe, 
made an inquiry in 1997. That is how it finally came to light that 
it was not up here. 

Maybe some of the rest of us should have our own little check- 
off lists up here, too. But I would hope that we do not have to go 
through that. We should depend on you to do that for us. 

Dr. Raub. You are absolutely right. Senator. We should ensure 
that the system is uniformly effective. 

Senator Glenn. Good. What do you have, do you have a big chart 
in your office out there. Dr. Klausner? And if not, why not? 

Dr. Klausner. No, I do not. But what we 

Senator Glenn. Well, you are going to develop one real quick, 
are you not? 

Dr. Klausner. No. Actually we have already done it and it is on 
the computer screen. But there was no uniform tracking system 
and this issue brought that to light. So, what we have developed 
over the last year is what we think is a very good computer-based 
tracking system for all Congressional requests, all reports, wher- 
ever they come from. It will be automatically updated so it will 
automatically generate the progress reports. 

We did not have that system before. It will be fully operational 
this Fall. We have been prototyping it and developing it over this 
past year. And I think that is exactly how this happened. 

When I came in to head the agency there were thousands of 
projects and I simply did not learn about this project until it was 
brought to my attention. And you are right, it was from a letter 



37 


from Senator Daschle that I realized that this was something that 
had been requested by the Congress. 

Senator Glenn. OK. Everybody is saying we did wrong on this 
and we are going to correct it and all that. Let us move on to 
Chernobyl. I am concerned about that, because as I understand it, 
that is supposed to provide us and other countries around the 
world with a great deal of information about the relationship be- 
tween radioactive iodine and thyroid cancer. 

Although it is not our country, they gave us permission and we 
are quite happy to come in and do this study working with their 
people. And normally in doing these things we have a protocol set 
up on how it is going to go. And that is what we call these arrange- 
ments made, governed by scientific plans, it is a scientific plan 
called a protocol. And these protocols were signed in 1994 by a 
number of countries. And there was supposed to be a committee to 
oversee that, an advisory committee, as I understand it. And they 
would manage and oversee our involvement in that study. 

Now, that was to be several different countries represented. 
What is the status of that? As I understand it, when did those peo- 
ple get appointed? This whole thing started way back. Dr. 
Wachholz, you were asked in 1994 to appoint five individuals to 
that committee. When were those people nominated or selected? 

Dr. Wachholz. We began identifying people and inviting their 
participation in 1996. And the delay there, if you read the pro- 
tocol — with your permission I can read the relevant section or sen- 
tence. 

Senator Glenn. Certainly. 

Dr. Wachholz. “With the approval of the project by authorities 
of both countries and assurance of funding by both sides, the over- 
sight group or advisory committee would be confirmed.” 

The assurance of funding really did not occur until 1996, both in 
their governments as well as financial support from the United 
States to the scientists working on these projects in Belarus and 
Ukraine. 

Senator Glenn. You did not name the board then for that length 
of time because the funding was not there to establish the board 
or what? 

Dr. Wachholz. That is part of it. The other part is that the stud- 
ies actually began in terms of involvement of subjects of the study 
in 1997 in a serious way. 

Senator Glenn. Well, we had the original plan that called for 
conducting this study in Belarus and it is about 4 years old now. 
Can you tell us how many people were supposed to have been 
screened by the end of 1997, by the end of last year and what our 
status is in that? 

Dr. Wachholz. Senator, I will be glad to answer your question 
but could I put it in context first? 

Senator Glenn. Sure. 

Dr. Wachholtz. We are dealing with systems over there that do 
not have a history of research in the context that we are talking 
about here. Between, for example, 1994 and 1996, there were three 
changes in ministers of health in Belarus, there were six changes 
of ministers of health in Ukraine. In Belarus, also, we faced 
changes in the directors of the institute that we are working with. 
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as well as many of the senior staff. This led to a great deal of dif- 
ficulty. 

Also, we learned, for example, that the signature on the agree- 
ment in 1994 — ^by the minister of health of Belarus — had not heen 
validated by the Council of Ministers of the President of that coun- 
try. That did not occur until 1996. 

So, I am just giving you the very tip of the iceberg of the type 
of problems we have had to overcome there. These are their people, 
their scientists. We are working with them, but we are not con- 
ducting the study. And we have to adjust our expectations to the 
realities that we find over there that are different every time we 
go over, literally. 

Senator Glenn. OK. Now, you have been operating pretty much 
without this advisory committee then that was not possible to set 
up, you say, until some time in 1996. Then you have been oper- 
ating just sort of out of National Cancer Institute, yourself? 

Dr. Wachholz. No, sir. 

Senator Glenn. Or how? 

Dr. Wachholz. In the early 1990’s, when NCI first began to get 
involved in this at the request of the Department of Energy, we es- 
tablished a working group under and associated with the Fallout 
Advisory Committee that was subsequently disbanded in 1993. 

There were 10 people on this working group. Roughly half were 
Federal scientists and half non-Federal scientists. Most of those 
people are still working with us today. That group was called, for 
shorthand, a working group, which dealt with both countries. That 
existed until September 1996. 

From 1996 on, the individuals were still working with us, not as 
a group, but as consultants, essentially. So, all the way along this 
entire development we have had people outside the government as 
well as inside the government working with us, giving us guidance 
on all aspects of things — including people in other agencies, and 
the State Department, and the embassies — on how to face the prob- 
lems we have come up against. 

In 1996, Dr. Klausner met with senior officials of the Depart- 
ment of Energy and decided that because these studies were immi- 
nent in terms of their implementation, we would need to augment 
the resources available within this country. The decision was made 
at that time to go out for a contract for scientific and technical in- 
volvement on a more broad-scale basis because many of the people 
that had been working with us, if I may say so, are very senior citi- 
zens. I hesitate to say that to you, sir, but 

Senator Glenn. That is quite all right. 

In some of my endeavors, age has become an advantage not a 
disadvantage. [Laughter.] 

Dr. Wachholz. The contract was let at the end of September 
1997. Since then we have had access to additional outside expertise 
through the contract, as well as from the people that have been 
working with us all the way along the line. 

So, through this entire period it is not just NCI or our organiza- 
tion that has directed or controlled this study. It has involved a lot 
more people than that. 

Senator Glenn. Well, I understand that. My big concern is that 
we are about 12 years after Chernobyl and every year, every month 
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that goes by it gets toug:her and tougher and tougher to contact the 
people and do the studies and find out who is where and all the 
rest. So, we have got everybody dispersed and as you say, there 
have been many changes of administration. There may be more one 
of these days, we do not know. 

But anyway we are going through a time period where time is 
of the essence and we are letting it get away from us. Now, maybe 
it has not been under your control, but we had planned by this 
time, by some of the figures I was given, the original plan called 
for us by the end of 1997 to have screened some 15,000 people. 
What we were able to do, we have had 3,500 contacts and we have 
had 2,900 who have been screened. 

Now, maybe that is a sample large enough to tell us a lot. I do 
not know. Maybe we can get as much out of 2,900 as we would if 
we had done the whole 15,000. That was in Belarus. 

In the Ukraine, the original plan was to have screened 30,000 
people and today we have had 800 contacts and 530 screened. And 
maybe there have been all the management and the funding prob- 
lems but I am concerned that this is beginning to get away from 
us as far as time goes. 

Is there a management plan, a management structure in place 
that is really managing this and are the pieces beginning to fit in 
there and we are ready to go? Because pretty soon you begin to 
raise the question of whether money spent on this is going to be 
worthwhile. 

After we get up to 15 years or so, if we have not found out some- 
thing about what happened at Chernobyl or do not have enough co- 
operation from them or funding or whatever, why I think we need 
to begin to think about the viability of it and whether it is worth 
the candle here. 

So, I would appreciate your comments on that. Do we now have 
a management structure in place? And then. Dr. Klausner, I would 
like to have you comment on it also. Something has to be managed 
here to the point where we either get results one of these days, 
after 12 years, or let us just say it was a bad deal and we will for- 
get it. 

Dr. Wachholz. Senator, I know it has been 12 years since 
Chernobyl. The involvement of our activities obviously has been 
less than that. But in terms of the delays, and you mentioned 
Ukraine specifically, the Ukrainian Government imposed the regu- 
latory constraints on us at the end of 1996 that precluded us from 
doing anything until earlier this year. 

I think now that we have resolved those they are beginning to 
get started. As you indicated, with 529 participants. That is just 
their effort since, I think. May or June. We anticipate that that is 
going to pick up rather dramatically over the next several months 
or year. 

In Belarus, once the screening was to be started, I think that the 
first year of screening the protocol originally had projected 3,000. 
We are pretty close to that. Whether we can keep that up or not 
will depend on circumstances over there. Certainly we have to ad- 
just as we go over there every time. 

In terms of the long-range plan, the protocol is the ultimate long- 
range plan. But in terms of developing the resources and the finan- 
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cial support to do this, we are working on that, so that we do not 
run into the same problem that we ran into on the fallout study. 

Senator Glenn. Dr. Klausner. 

Dr. Klausner. Senator, I think that all of us who look at this 
study recognize how important it could be and how difficult it is 
going to be. We should be under no illusions. For many of our clin- 
ical studies where there is a clinical epidemiologic study, there are 
tremendous difficulties and over there the difficulties are amplified. 

I wish I can guarantee the rate at which we would get a result. 
We certainly want to make sure these studies are completed. One 
of the reasons that we had this presented to our National Cancer 
Advisory Board is to ask those questions. 

The delay from beginning was getting an infrastructure in place. 
I think the original protocol was very unrealistic and it was written 
as if it was doing a study in the United States and as if there was 
an infrastructure to do this sort of study. It has taken the last sev- 
eral years to build the infrastructure, to build relations, to build 
trust, to build expertise, to build data bases, to translate things. 

I think the most important thing — from my oversight of it, to see 
how it is going, and for the National Cancer Advisory Board — is 
that once we got to that point of getting an infrastructure in place 
so the study could happen: Is the rate of identification of the co- 
horts, the rate of response of the individuals, and the rate of 
screening, going up? Is it increasing? Does it look like we are going 
to achieve the milestones? So far it is looking optimistic. 

I do not want to overstate that. This is going to be a difficult 
study to complete. But it is progressing and I think the entire Ad- 
visory Board really felt that. They mostly felt how amazingly dif- 
ficult the challenge of the study is going to be but that once we 
have gotten the infrastructure in place and they actually began 
screening, the rate of screening is not very far from the projection 
in terms of the quarterly rate. 

Senator Glenn. Well, correct me if I am wrong, but my under- 
standing is that some of the other nations have been in there look- 
ing at these things, too, and doing screening and I do not know 
what their problems are. But I understand, I have been told any- 
way that the Japanese have already screened 160,000 kids between 
1991 and 1996. 

Why can they do these things and we cannot? What is the prob- 
lem? 

Dr. Klausner. The nature of the studies is really quite different. 
There have been thousands of publications already that have come 
out from studies related to the Chernobyl accident. But to attempt 
to do the type of study that has never been done — a careful dosim- 
etry, dose reconstruction — so that we ultimately can actually have 
not estimates but a real assessment of what the risk is in humans, 
as a function of age and gender, from a dose of Iodine-131 re- 
ceived? What is that risk of getting cancer over years? That has not 
been done. 

I think the complexity of this study, the importance of this study, 
is just that. But with that importance is an increased complexity 
that is different from a lot of the other studies, for any of the other 
studies that have been done. 
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Senator Glenn. Well, they went in there, their study had a dif- 
ferent purpose than ours, is that correct? 

Dr. Klausner. Yes, I believe that is right. 

Senator Glenn. Correct, Dr. Wachholz? 

Dr. Wachholz. Yes, sir. 

Senator Glenn. Yes. The 1994 protocol called for an annual re- 
port to the Advisory Committee. That report is supposed to assess 
organization of the study, progress, staffing, equipment, status of 
locating subjects, fiscal report. Has such a report ever been pre- 
pared? 

Dr. Wachholz. No, sir, there is no report of the Advisory Com- 
mittee because there is no Advisory Committee at this point. There 
are progress reports from the countries on a quarterly basis, but 
they have not been consolidated into an annual report. 

If I may, sir, you are focusing on the Advisory Committee. We, 
at this point, do have an Advisory Committee, and we have had 
one on several occasions in the past. But for one reason or another 
people have had to withdraw because of either actual or perceived 
conflict of interest. 

As of this date we have identified individuals for the U.S. compo- 
nent. We have their counterparts from Belarus and Ukraine and 
we certainly expect to schedule a meeting as soon as we can get 
everyone’s calendar to match. 

Senator Glenn. I am concerned about the management structure 
and Dr. Klausner, maybe you ought to comment more on this. I 
would ask, first, do we at this time have a project plan on this? Do 
we have a 3- and a 5-year budget plan for equipment and supplies 
and people and 

Dr. Klausner. Yes. 

Senator Glenn. Where are we going with this thing? Is it now, 
in other words, organized or do we need to ask you to have a report 
from you within 30 days where you detail what the plan is and the 
management structure or 

Dr. Klausner. I would be delighted to provide one. 

Senator Glenn [continuing]. Or can you assure us today that it 
is all set up and ready to go? 

Dr. Klausner. I can assure you today that it is going. It is hap- 
pening. I think, again, part of what is difficult about this is that 
given the nature of the study we have to be nimble and flexible. 
We keep running into problems. We discover them. We run into the 
need for new expertise. And we need to be able to respond to that. 

We can get into sort of “the best laid plans of mice and men.” 
We can have a written out protocol. We are trying to follow it. I 
can and will be happy to provide for you a description of how we 
are getting the studies done. There is a management structure. 
There is a reporting structure. There is a project director. I want 
to emphasize the project director in Belarus is a Byelorussian sci- 
entist and the project director for the Ukrainian study is Ukrain- 
ian. We are advisory to them and we work with them. 

The major way that we determine the budget is that we have a 
3-year contract, with Columbia University; so we have a 3-year 
budget, with a 2-year period of award increase. That is the way we 
budget these sorts of projects. That is the way we always budget 
them. We have interactions with the NRG (Nuclear Regulatory 
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Commission) to provide for equipment and, in addition, we have 
the updated estimates that I get with each annual budget from the 
division that Dr. Wachholz is in, what we are going to need to sup- 
port new meetings, travel and that is approved every year. 

We are committed to this. We only have, as you know, 1-year 
funding. But we plan for multi-year projects. That is what we do 
for all of our projects. I am happy to provide that for you in writ- 
ing. 

Senator Glenn. Well, staff was informed that there are no 3- or 
5-year budget plans for equipment and supplies, is that correct? 

Dr. Klausner. I have been given a projection of the estimate of 
the next 3 years’ budget. These are changing year-by-year as we 
see, for example, whether a van breaks down and then we need to 
buy a van. I think that is the nature of this. We are committed to 
try to find the dollars. We have a base budget which we think are 
the predicted costs that we are going to need to fulfill the contract, 
to fulfill the staff obligations, and a commitment for equipment. 

What happens as you go along all of these long-term projects is 
that there are, in fact, unexpected costs. 

Senator Glenn. I understand that but do you have the overall 
plan, a 3- and 5-year plan for equipment and supplies? Is that in 
place now, so, we know what is going to be expected? 

Dr. Klausner. I can give you the 3-year — which is all that has 
been presented to me — estimate of what dollars are going to be 
needed in each fiscal year for this project. I have that, as we do 
for all of our clinical trials. But I will emphasize that they change, 
essentially, yearly. 

Senator Glenn. I understand the change, but what I am con- 
cerned with is there is a management structure that even if it 
changes year-in/year-out, we have a structure here that is dealing 
with this on a year-in and year-out basis. 

Dr. Klausner. Yes, we do. 

Senator Glenn. And if you have it for the 3-year plan, could we 
have that submitted to the Committee for our records? 

Dr. Klausner. Sure.i 

Senator Glenn. Then we will know what your planning is in 
that direction. 

Dr. Klausner. Sure. 

Senator Glenn. And do you have milestones and hurdles you ex- 
pect to hit. Dr. Wachholz? Do you have things in here that you 
hope to accomplish by a certain time and have some idea now that 
after all this time we are going to get the information we need? 

Dr. Klausner. Well, as you pointed out, our original projections 
for time factors and when things would be accomplished was rather 
unrealistic when we came face-to-face with reality over there. 

We have learned from that and, so, our milestone projections at 
this point are basically on a quarterly basis. When we go over 
there, we work with people, we identify, review and so on, what the 
previous milestones have accomplished, where they stand and what 
can be done in the next quarter. 

Senator Glenn. Dr. Raub, there seems to be some discrepancy or 
a great discrepancy in the way that different agencies approach 


iSee Exhibit 6, which appears in the Appendix on page 767. 
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their radiation research, especially with respect to openness and 
public participation. Obviously we get greater credibility and public 
acceptance the more open these studies are. 

What are you doing in the Department, what kind of effort are 
you putting forward to establish a departmentwide policies and 
guidelines so that there will be a consistent approach to these stud- 
ies? 

Dr. Raub. Senator, heretofore, we have not. We viewed it as a 
matter delegated to the respective agencies. As Dr. Johnson indi- 
cated before, much of the work at the Agency for Toxic Substances 
and Disease Registry and the Centers for Disease Control tends to 
be, to use his phrase, site-specific and, therefore readily focuses on 
the potentially affected populations. And I believe it has worked 
well in terms of broader public involvement in those processes. 

In hindsight, as indicated also by earlier testimony, the larger 
NCI study did not do that. In my testimony I indicated that collec- 
tively, as the Department, we would look at our practices and pro- 
cedures related to dose reconstruction and other considerations to 
ensure that we do not have significant unexplainable differences in 
our approaches and try to promote, as it is appropriate, a greater 
degree of uniformity across the Department. 

Senator Glenn. OK. I want to commend you and HHS for agree- 
ing, as you said earlier, agreeing to undertake an audit of the 
Chernobyl, and I look forward to having information from you at 
that time. 

I would say that if you get information that you think is appro- 
priate for the Subcommittee, we would appreciate it being for- 
warded to the Subcommittee by letter, rather than waiting for a 
hearing or something. 

Dr. Raub. Yes, sir. 

Senator Glenn. Because we will be out of session, this being an 
election year, we will not be in until January. I would hope we 
would be getting some information on these very shortly. These are 
things we have waited for, for a long time. 

Now, Dr. Klausner, you said you have thousands of projects out 
at NCI, which you do. Have you screened those to see if you are 
overdue by X number of years, months, or whatever, on reports 
that we have been expecting here or somebody has been expecting 
for a long time? 

Dr. Klausner. I have certainly asked for that. We have been re- 
viewing everything and we have not found anything that at all 
looked like this 12-year project. 

Senator Glenn. Thank you. Madam Chair. 

Senator Collins. Thank you, gentlemen. 

I think that we have learned from this experience. When dealing 
with an issue that has serious public health consequences, it really 
is imperative that deadlines be met or that the agencies involved 
give an explanation to Congress as to why they are not being met. 

To fail to do so only creates a climate of distrust, apprehension 
and fear that is in no one’s interests and that can lead to wrong 
conclusions of conflict of interest or concealment or cover-up being 
reached. 

I do not believe that is what happened in this case. I think it is 
an example of poor management and of failure to understand the 
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public interest in the report in the sensitivity of the materials. It 
is, nevertheless, important that these kinds of mistakes not occur 
in the future and I think that Senator Glenn’s emphasis on simply 
having a system where reports are tracked is a very good one. 

I want to yield to Senator Glenn for any concluding comments 
that he might have or any concluding questions. 

Senator Glenn. Thank you. Madam Chairman. 

I would just ask that the record be kept open for 10 days so that 
we might, if other Members do have questions in this regard or if 
we have some follow-up questions we think about that we should 
have asked today and did not, we hope the witnesses would re- 
spond promptly so that we can get that as part of the record. 

So, I would ask unanimous consent that that be the case. 

Senator Collins. The record will remain open for 10 days for the 
inclusion of additional materials and possible additional questions 
and answers for the record as well as any public comments that 
may be submitted to the Subcommittee. 

I want to thank Senator Glenn for bringing this issue before the 
Subcommittee. It was a very interesting issue. I know that I 
learned a lot and I believe that we served our constituents well by 
pursuing this issue. 

Senator Glenn. Thank you. Madam Chairman. 

I appreciate very much your willingness to hold a hearing on 
this. I think it is important and I think we have aired this pretty 
well today. I can see where we maybe have had some deficiencies 
in the past. I hope, because of this hearing, we will see those things 
corrected. 

Senator Collins. Thank you. 

The hearing is now adjourned. 

[Whereupon, at 12:06 p.m., the Subcommittee was adjourned.] 
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Radioactive Fallout and the NCI Report 
Written Testimony 

1 appreciate the opportunity that the Subcommittee has provided to discuss an issue of importance 
to the nation, including my home state of Iowa. The lack of rhedical warning and response to our 
nation’s nuclear weapons testing program in the 1950s and 60s was a huge failure of the 
government. 

Unfortunately, the lack of response continues today. It is, I am afraid to say, an example of the 
federal government foiling to own up to its mistakes and help the citizens it harmed. Despite some 
efforts by the National Cancer Institute and the Institute of Medicine during the past year or so, I 
am afraid the federal government’s response is woefiilly inadequate. 

I would like to share some of my experience and opimons on the issue that I have garnered over 
the past year. This is not just a academic subject for me. My constituents arc affected. My own 
family is affected. And I will address that in just a moment. 

First, I’d like to discuss why we ended up with so many Americans exposed to radioactive fallout. 

Atomic bomb tests in Nevada during the 1950’s exposed millions of Americans — particulary 
children - to large amounts of radioactive Iodine- 131, which accumulates in the thyroid gland and 
has been linked to thyroid cancer. “Hot Spots" — where the Iodine-131 fallout was the greatest — 
were identified by the NCI report as receiving 5- 1 6 rads of Iodine- 131. Outside reviewers have 
shown that the 5 - 16 rad levd is only an average, with many people having received much higher 
exposure levels, especially those that were chilien at the time. 

To put that in perspective, Federal standards for nuclear power plants require that protective 
action be taken for 15 rads. To further understand the enormity of the potential exposure, 
consider this - 1 50 million curies of Iodine- 1 3 1 were released by the above ground nuclear 
weapons testing in the United States compared with about three times higher from the Chernobyl 
nuclear power plant disaster in the former Soviet Union- 

Soviet officials eventually evacuated the entire Chernobyl area, after acknowledging the fallout 
might be hazardous. And, remember, the fallout released in the United States during our period 
of nuclei testing is nearly 16 times greater than the Cheniobyl release. Exposing our citizens to 
this risk is unacceptable. 

The “Hot Spots" included many areas far away from Nevada, including New York, Massachusetts 
and Iowa. Due to the character of Iodine- 131, those exposed to the highest concentrations were 
those who drank large amounts of milk from cows that grazed in fields with radiation fallout. 
Because their thyroids are smaller and ^ill growing, children were most vulnerable 

Too often, we have heard from the NCI, “on average, evetyone is okay." Well, I’m not talking 
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about the average person I’m talking about real people who were exposed to radioactive fallout 
and are suffering as a result. 

People like me and my family During the I950's, I was living in a rural Iowa county which has 
now been identified as a "Hot Spot" by the long ddayed National Cancer Institute study. Along 
with many lowans, I drank milk from cows k^t on our ferm. This increased the risk faced by 
myself and my family because of the accumulation of radioactive iodine in milk. There was no 
delay in our exposure to radioactivity. We were not average people. We were at great risk. As 
some of you may know, my brother eventually died of Thyroid cancer. 

When it comes to the government and nuclear testing, history shows the problem hasn’t just been 
a fallout of radiation, but withholding of facts which may be detrimental to the public health. 
Information has come to light that government officials were aware that fallout from nuclear 
testing would contaminate areas that were hundreds, even thousands, of miles away. 

Additionally, it is outrageous that the government provided maps and forecasts of potential 
radioactive contamination to the American corporation during the 1 950’s and not to the American 
public. As I’ve said before, if we could protect a factory, we should have protected the parents 
and children. 

And I am dismayed to tell you that since the NCI report was put out last October, there still has 
been no concerted effort to release the information. This is a travesty, and we must do 
everything we can to remedy the problem. The NCI contracted with the Institute of Medicine to 
review their report before conducting an education campaign. Now overdue, the lOM says that 
there is no need for screening. 

There seems to be an attitude by the federal government that if we give the public too much 
information, people will overreact. 

However, the government has a clear responsibility to its citizens to inform them of the potentid 
risks of exposure and to encourage those at the highest risk to seek appropriate screening and 
treatment. 

The lOM says that no screening of the affected should lake place. This is quite a statement 
considering the number of people exposed and the estimate of tens of thousands of thyroid cancer 
cases that will result 

I am certainly not a doctor, but ! have a problem with NCI’s position regarding screening. Their 
position here needs to examined closely. 

It is a reckless endangerment of Americans, and it contradicts common and traditional proactive 
actions on thyroid cancer risks. Even the American Cancer Society’s policies on Thyroid cancer 
raises serious questions concerning NCI’s view on screening. 
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So what can we do? I see two major legislative initiatives. First, we have inserted in the Senate 
version of Labor, Health and Human Services Appropriations bill a requirement for additional 
timely studies on the health effects of radioactive nucleides other than Iodine 131. Second, the 
ongoing study and health screenings by NCI of Chernobyl survivors needs to have a thorough 
scientific and management review. This study is of great importance to understanding and 
addressing the health impact of radiation exposure and Congress must ensure that a quality study 
is completed in a timely manner. 

I must point out that I am not here to crucify the dedicated scientists at the NCI In fact, they did 
a great job with the science of nuclear fallout, and I salute them for their efforts in this area. 

I do think, though, they did an inadequate job in responding to the human health consequences of 
fallout exposure. That situation must be rectified quickly, before more years go by, more years 
with the American public waiting for critical — potentially life-saving — information. 

We all have to remember we are dealing with real people, not statistics. Real people who might 
not have access to regular medical care. Real people who may not always ask their doctors the 
right questions. There are a lot more issues than I can go into at this time But I hope this panel 
will begin to address the need to educate people about the risks they may face. 

We must never forget the human face of nuclear testing fallout. There are very real health threats 
to real people here. Unless we aggressively press for full disclosure and rigorous scientific review 
of the research, we shirk our responsibility to at-risk Americans. Everyone who is at risk should 
have the opportunity to make the own. informed decisions regarding their exposure to nuclear 
fallout. 

Congress must weigh more than simply the soundness of the science We must also remember 
our moral responsibility. The culpability of the American Government is clear in this case We 
exposed American citizens to radioactive fallout and deliberately withheld that information from 
them. Now it is our responsibility to provide the necessary information and help to all Americans 
who may be at risk. For the sake of the health of the tens of thousands who were exposed to 
fallout, we should do nothing less 
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Presldeot and Director 
SENES Oak Ridge, Inc. 

Center for Risk Analysis 
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September 16, 1998 

I am here today to testify about the health impact on the American people from 
atmospheric testing of nuclear weapons at the Nevada Test Site and about the 
significance of the results presented by the National Cancer Institute in its report on this 
subject that was published in October of 1997. 

PROFESSIONAL BACKGROUND 

I am trained as an environmental scientist with more than 25 years' experience in the 
field of environmental radioactivity. During my career I have studied various aspects of 
the enviro nm ental transport and health consequences of iodine- 131 and odier 
radionuclides released fiom nuclear facilities. 

I am now president and director of SENES Oak Ridge, Inc.. Center for Risk Analysis. 
Prior to 1992, I was employed in enviroomeotal and health sciences at the Oak Ridge 
National Laboratory for 17 years. From 1988 to 1996, 1 also held the position of Chief 
Scientist for the International Atomic Energy Agency to test the accuracy of 
computerized models that forecast the environmental transport of radionuclides using 
data sets obtained from the aftermath of the Cheniobyl accident I am. currently a 
member of the National Council on Radiation Protection and Measurements (NCRP), the 
Radiation Advisory Committee of the EPA Science Advisory Board (on which I chair the 
Subcommittee on Uncertainty in Radiogenic Cancer Risk); and a corresponding member 
to the International Commission on Radiological Pro^tion (ICRP). I am also a member 
of the Advisory Committee to the Department of Health and Human Services for Energy 
Related Epidemiological Research (ACERER). I hold memberships in the Health 
Physics Society, the International Union of Radioccology, the International Society for 
Exposure Analysis, and the Society for Risk Analysis. 

MY ASSOCIATION WTTH THE NO STUDY 

In 1987, while I was at Oak Ridge National Laboratory, I performed experimental field 
research for NCI to estimate the amotinl of soluble and insoluble radioactive fallout in 
r ain ihat would be intercepted and retained on various species of pasture vegetation and 
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on gummed film. I also served NO as a consultant (uofunded) to actend meetings during 
the late 1980s and very early 1990s co advise on methods for estimating uncertainty in 
dose calculations. 

In May of 1996. as part of the Oak Ridge Dose Reconstruction Study for the Tennessee 
Department of Health, I performed dose and health risk assessments of 1-131 in NTS 
fallout at Oak Ridge using data obtained from NO on calculated concentrations in milk. 
In December 1997, as a member of the aCERER, I attended the first public briefing by 
NO on the finding s of their study, at which time I offered numerous comments ^>out the 
study, including the need to include estimates of health risk the need to disclose the high 
doses that would result from children who consumed goal' s milk, and the need to 
identify the authors responsible for the report. Later in that month, I became a consultant 
to the National Academy of Sciences/Institute of Medicine (NAS/IOM) committee 
charged with review and analysis of the NCI report. 

an overview of the Na STUDY 

The NCI report (with its subannexes listed on the world wide web) summarizes estimates 
of the thyroid dose resulting from each of 100 atmospheric tests and for the entire series 
of 828 underground tests. In all, approximately 150 million curies of 1-131 were released 
to the atmosphere from the Nevada Test Site, most of it over a 5-ycar period (1952- 
1957). This is about three to four times the amount released from the Chernobyl reactor 
accident, about 200 times that released from Hanfonl, and about 5,000 times the releases 
at Oak Ridge, Tennessee. It is important to recognize that 1-131 is only one of a number 
of radionuclides contained in NTS fallout. The impact of these additional radionuclides 
has not been addressed in the NCI report. 

The NCI dose reconstruction is by far the largest and most extensive dose reconstruction 
ever carried out in the USA. In terms of the exposures, doses, and potential health 
impacts from goverrunent research and development activities, it is also the most 
important. Significant exposures occurred throughout the entire country, with the highest 
exposures being to people who were in childhood diuing the rime of testing. Thyroid 
doses were estimated for several categories of individuals for each of the more than 
3,000 counties in the contiguous USA. Radioactive iodine- 131 from Nevada was also 
deposited in Canada, but to the best of my knowledge, the doses, and health impacts of 
NTS fallout to individuals and populations exposed beyond the border of the USA have 
not been addressed in any detail, by NCI or any other organizadon. 

In spite of the large amount of informadon contained in the NCI report and considering 
the 14-year duration of the invesdgation. it probably received the smallest amount of 
financial resources compared with the costs of other dose reconstructions carried out at 
specific locations. The cost of this study was about one-half to about one-tenth that of 
similar investigations at Hanford, WA, Rocky Flats, CO, Savannah River, OA, Fernald, 
OH, and Oak Ridge, TN. It was but a small percentage of the cost of the major dose 
reconstruction performed for the US World War II veterans exposed in Nevada and in 
the Pacific. The funding level for the NCI study was inconsistent with its importance. 
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SPECmC HNDINGS OF THE NCI STUDY 
Significant doses occurred in the mid-west and eastern USA 

One of the major findings of the NCI report was the large extent of fallout that occurred 
in the mid-west and eastern USA. In many instances, thyroid doses to children residing 
in the eastern USA were equivalent to or greater than doses to children in counties near 
the Nevada Test Site, where residents are eligible for compensation for specific 
radiogenic cancers under the Radiation Exposure Compensation Act of 1990, 

For example, according to information available on the NCI web site, a child bom on 
January 1. 1952, in Clark County, Nevada, could have received a thyroid dose ranging 
from about 0.4 to 68 rad, with a central estimate of 5.5 rad, if his or her diet included an 
average amount of milk purchased from the store. A child of similar birth date and 
dietary habits bom in Washington, DC, could have received a dose ranging from 1.2 to 
21 rad with a central estimate of 5 rad. A rad is a unit of radiation energy absorbed per 
mass of tissue (100 erg per gram). 

Average doses were highest for those in childhood at time of testing 

It is estimated that the average thyroid dose for about 3.5 million children under the age 
of 1 during 1952 ranged from 5 to 20 rad with a cenuaJ estimate of 10.3 rad. The 
average dose for about 14 million children who were ages 1 to 4 years old in 1952 ranged 
from 3.4 to 13 rad with a central estimate of 6.7 rad. The average dose for another 14 
million c hildr en aged 5 to 9 years in 1952 ranged from 2.3 to 9 rad, while the average for 
23.9 million children aged 10 to 19 years in 1952 ranged from 1.2 to 4.6 rad. The 
majority of these children resided in the more populated easiera USA. 

High individual doses occurred in children who drank noncommercial sources of milk or 
above-average amounts of commercial milk 

The age at time of exposure and the amount and type of milk consumed were important 
determinants of dose. For example, for children bom in 1952 who consumed either 
above-average quantities of retail milk or milk from local sources such as from a family 
cow or a local farm, there were about 270 counties in the USA where central estimates of 
total thyroid doses could have exceeded 30 rad and nearly 2500 counties where central 
estimates of doses were as high as 10 to 30 rad. In contrast, for individuals on a similar 
diet bom in. early 1945, there were only 600-700 counties in which the total doses 
exceeded 10 rad. For individuals on a similar diet bom in early 1957, thyroid doses 
exceeded 30 rad in 13-30 counties and 10 rad in 700-1000+ counties. 

TTie maximum doses occurred among children who consumed goat’s milk 

The maviTniiTTi thyroid doses would have occurred for children who, for one reason or 
another, consumed milk from a backyard or local farm goat. For these individuals, 
thyroid doses may have approached or exceeded 100 rad. High doses occur from the 
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consumption of goaf s miLk liecausc goats arc much more efficient in transferring iodine 
to their millc than are dairy cows. In Meagher County. MT. the county with the highest 
dose esiimstes, a child bom in esriy 1952 who c^rsumed goaf s milk is estimated xo 
have potentially received a thyroid dose ranging fram 20 to more tb^ SOCK} tad, with a 
central estimate of 330 rad. NCI estimates that there may have been as many as 40,000 
individuals in the USA who consumed goaf s milk at the time of NTS amiosphcric 
tesdng. widi pexhsps as m^y as 14.0(K} of these consumers of goaf s milk being under 
the age of IS yrs. 

COMPARISON WITH PROTECTIVE ACHON GUIDES, RADIATION 
PROTECnON STANDARDS. AND OTISR ESTABLISHED CRITERIA 

To put Che NCI thyroid dose esrimates into perspective, they can be compared against 
protective action guides and radiation ^tection standards of the pa^ and present. 

Comparison wfrA protective action guides 

During the time pf testing, the US Atomic Biergy Commission was sclf*rcguiatcd. 
There were no guides applicable to exposure of the thyroid. The operational limit in 
1957 was 3.9 roentgens per year or test series for whole body external gamma radiation 
for offsite exposme. There is evidence from 1957 testimony by Gortton Dunning that 
AEC was awaure of the fact that doses to ti^ thyroid of children could have been 
substantial, but special limits were not established. 

In 1964, the Federal RMiaCios C<Mmcil (FRQ recommended a protective action guide of 
lO rad cumulative dose for a suitably homogenous sazi^Ie of children untkr the a^ of 1 
year. The average dose for nearly 3.S million children under the age of 1 year at the time 
of testing was 10.3 rad, indicating that doses for substantial nunfoeis of children could 
have excraded the FRC* s protective action guide. For childron untfor the age of 1 year 
who consumed more than an average unount of mUk, and for those who consumed milk 
from local farms, backyard cows, or goats, the doses would have been much higher than 
the FRC' s protectiw action guide. 

Presently, the Food and Drug Administratiod CFDa) protective action guides arc set at 
1,5 rad and 15 rad, the former being the preventive action guide (feeding of cows with 
uacontaminated stored feed) and flic latter the ert^rgesxcy action guide (coofi«:atc milk 
from the maricct before distribution). At thyroid doses of 25 rad or greater, the 
administration of stable iodine is recommended by EPA to block the thyroid uptake of I- 
131 (Appendix E-6 of the NAS/IOM report). The NCI study clearly indicates that in 
many locations of the USA, tiiesc dose levels could have been exceeded. The World 
Health Organization (WHO) is presently in. the process of recommending that stable 
iodine be administered to a potentially exposed population when necessary to avert 
jMssible diyroid do^ exceeding 1 r^ in children under tiie age of 18 3 ts, For children 
bom in early 1952 and who consumed non-commcrcial sources of m i lk , or who 
consumed higher than average amounts of commercial milk, a thyroid dose of 1 rad from 
exposure to NTS 1-131 was exceeded at virtually every location in the USA. 
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Comparison with radiation protection standards 

Thyroid doses from fallout exposure also cx«::eedcd radiation protection guidelines of the 
past and present. In 1954, the NCRP recommended a dose limit for children of 1.5 rem 
per year for critical organs of the human body. For 1-131, a rem is equivalent to a rad. 
Current EPA thyroid dose limits for the operation of facilities in the uranium fiiel cycle 
are set at 0.075 rem per year (40 CFR 190). Although these dose limits are specified for 
a period of a year, individual exposures to NTS fallout 1-131 often exceeded these limits 
over the time period of a single test series, the duration of which was less than a few 
months. 

Comparison with present Superfund risk limits for maximally exposed individuals 

Decisions for the consideration of remediation of contamination at Superfund sites are 
usually triggered when the excess lifetime risk of cancer for a maximally exposed 
individual exceeds one chance in ten thousand. Using risk estimates developed at Oak 
Ridge, Tennessee, I have estimated that a lifetime excess thyroid cancer risk of one 
chance in ten thousand is roughly equivalent to a thyroid dose of 0.12 to 2.8 rad, with a 
central estimate of 0.5 rad, for a cohort of children of mixed gender and ages from 0-15 
years at timg of exposure. TTic average thyroid dose for nearly 44 million individuals 
who were in the age group of 0 to 15 years in 1952 was from 1.1 to 4.4 rad, with a 
central estimate of 2.2 rad. Thus, the excess risk of thyroid cancer for many of these 
persons exceeded this one chance in ten thousand Superfund risk criterion. 

Comparison with the McDonald decision (August 1998) for Hanford plaintiffs 

A recent court decision (A.A. MacDonald, 1998 U.S. District Court) to determine the 
eligibility of plaintiffs with thyroid cancer to pursue their claims against the operators of 
the Hanford facility has specified a thyroid dose of 5 rad for children 0 to 4 years of age 
at the Hmg of exposure. The average dose for 17.500.000 individuals who were in this 
age group in 1952 and exposed to NTS I-I31 ranged from about 3.7 to 15 rad, with a 
central estimate of 7.4 rad. It is evident that a large number of individuals exposed to 
NTS fallout 1-131 received doses that exceeded the eligibility criterion established for 
plaintiffs in Hanford Litigation. 

ESTIMATES OF HEALTH RISK FROM NTS FALLOUT 

Public Law 97-414 mandated the NCI to esdmaic the health risk from exposure to M31 
in weapons fallout. Estimates of health risk, however, are not available in either the NCI 
report or on the NCI web site. The primary risk associated with exposure to 1-131 in 
weapons faUout is the occurrence on the thyroid of radiogenic nodules that arc cither 
adenomas or carcinomas. At higher doses, non-ncoplastic thyroiditis may also be 
induced by exposure to 1-13 1 . 
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Risk estimates by Dr. Charles Land, NCJ 

On December 19. 1997. in a presentation to the NAS/IOM, Dr. Charles Land of die NCI 
estimated that the total number of excess cases of thyroid cancer for those individuals in 
the USA who were alive in 1952 could range from 11,300 to about 212,000, with a 
central value of 49,000. The majority of these cases would be manifested among females 
who resided in the mid-west and eastern USA who were under the age of 5 at the time of 
the weapons tests. About 45% of these cases are expected to have already occurred, with 
more in females than in males. 

Risk estimates by F. O. Hojfman and LA. Apostoaei. SENES Oak Ridge, Inc. 

On December 20. 1997, I made a presentation to the NAS/IOM on the risk from 
exposure to NTS 1-131. Using the NCI average dose estimates and a Monte Carlo 
method for handling the propagation of uncertainty in the dose and risk calculations, I 
presented a range of 8.000 to 208,000 excess cases of thyroid cancer. These calculations 
included the uncertainty in the relative biological effectiveness of 1-131 and radiogenic 
cancer risk coefficients developed originally for the Oak Ridge dose reconstruction 
study. 

My present work indicates that the risk of radiogenic thyroid cancer is highest in 
Americans whose ethnic origin is from the Philippines and least in Americans of African 
origin. Females are at greater risk chan males, with the risk being greatest when 
exposures occur in early childhood. For teenagers over Ae age of 15 and for adults, Ac 
risk of radiogenic Ayroid cancer appears to be quite small. 

Evidence for the link between 1-131 exposure and thyroid cancer 

For boA Dr. Land’s risk estimates and my estimates. Ac dose response was based 
primarily on epidemiological data for Ayroid cancers resulting from childhood exposures 
to external radiadon. Support for Ac use of these data comes from epidemiological 
mvcstigatiotis on children exposed to 1-131 m Utah from weapons testing in Nevada, 
controlled an imal experiments using 1-131 and x-rays to irradiate Ac Ayroids of 
prepubescent female rats, and epidemiological follow-up of children exposed to 1-131 
during Ae aftermaA of the Chernobyl accident. 

Previously, it was assumed Aat 1-131 was much less effective Aan external radiation in 
producing Ayroid cancer. These differences now seem to be explained by Ae strong 
effect of age at time of exposure. An increase in risk of Ayroid cancer has not been 
confirmed from the milli ons of diagnostic applications of 1-131 in medicine. However, 
such diagnostic treatments are seldom given to young children, Ac roost radiosensitive 
subgroup of Ae population. 
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Estimates of mortality 

Although thyroid cancer is highly treatable^ clinical treatment usual l y requires surgical 
removal of the thyroid gland and placing the patient on synthetic thyroid hormone for 
life. Less than 10% of diagnosed cases of thyroid cancer tvill result in premamrc death 
by 20 to 30 years after treatment. This means that the radiogenic mortality induced by 
exposure to I- 1 3 1 in NTS weapons fallout may be more than 1 ,000 but will likely be less 
than 20,000 deaths, with a central estimate of more than 4,000 deaths. 

Difficulties of assessing health effects from disease registries 

According to the NAS/IOM report, preliminary surveys of disease incidence and 
mortality registries tend to support the lower estimates of the ranges estimated by either 
Land or myself. However, these types of surveys give information only on the locations 
where the diseases have been diagnosed. They do not contain information about 
individual residence histories and doses. This absence of detailed information results in 
an inherent bias toward negative findings. Thus, the inability to confirm widespread 
increases of thyroid cancer in geographic disease incidence or moitality registries should 
not be used as evidence to refute the upper ranges of excess thyroid cancer induced by 
exposure to NTS fallout. 

Risk of non-neoplastic thyroid disease 

There is evidence that at doses extending below 100 rad, individuals may be at increased 
risk of autoimmune thyroiditis (pages 55 to 58 in the NAS/IOM report). For those 
14,000 children exposed to NTS 1-131 through consumption of goat’s milk, doses 
approaching and exceeding 100 rad or more may be sufficient to foster concern about 
rhi< Specific form of radiogenic disease. 

The prababiliry that existing disease may have been caused by one's exposure 

For those in childhood (0 to 4 years) at time of exposure, thyroid doses on the order of 30 
rad or more would be equivalent to an excess lifetime risk of thyroid cancer from 2 to 40 
chances in one thousand, with a central estimate of nine chances in one thousand. Given 
this measurement for any specific individual, the chances are still very low that a disease 
later in life will be induced by his or her exposure. On the other hand, once this person 
has contracted the disease, the probabiUty that thyroid cancer was caused by this 
exposure is 28 to 92%, with a central estimate of 70%. At doSM of 100 rad, however, 
the probability of causation would he from about 60 to 97%, with a central estimate of 
89%. Thus, for those exposed in early childhood who were raised on a diet of goat s 
milk and who now have manifested thyroid cancer, the probability is very high that this 
disease was caused by that persons exposure. For the 14.000 children in the USA 
estimated to have been on a diet of goat’ s milk at the time of atmospheric testing at NTS, 
I have estimated that a total of from 70 to several hundred cases of thyroid cancer will 
occur over the lifetime of this cohort with the majority of these due to exposure to M31. 
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HAVE THE IMPORTANT FINDINGS AND THEIR SIGNIFICANCE BEEN 

adequately conveyed to the public by Na? 

Information on exposures and doses to specific population subgroups is difficult to find 

The information provided by NCI. in their report and on their web site, is not presented 
in a manner that will allow a member of the public to readily determine the significance 
of exposure to NTS fallout. Information on the magnitude of thyroid doses to those 
exposed in early childhood, the cohort at highest risk, is difficult to find. The report 
gives per capita averages and the overall collective dose to the population, but the risk of 
thyroid cancer is very much dependent on gender and on the age of an individual at time 
of exposure. The reader must go to the Appendices in Section 8 of the NCI report before 
an appreciation can be obtained for the importance of age and diet in determining the 
dose. The Appendices are also necessary to appreciate the widespread significance of 
potentially high doses (>30 rad) from exposure to NTS fallout. The doses to individuals 
consuming goat’ s milk are not presented in the NCI report, but can be obtained from the 
NCI web site. 

Estimation of health risk is not included in the NCI report 

One major reason for the difficulty in public comprehension of the NCI report is that it 
includes no estimates of health risk, an endpoint that is more readily understood than 
dose. Health risks are neither discussed in the report nor on the NCI web page. I believe 
that the absence of information on the potential health risk in the NCI report is a major 
shortcoming of the study. The estimation of health risk in dose reconstruction studies 
has become standard practice at Rocky Flats. Oak Ridge, and Femaid. 

To date, a rigorous analysis of health risk has not been performed for releases of 
radionuclides from the NTS. Unlike the NCI report, which focused only on 1-131 in 
fallout, the detailed dose reconstruction within the Offsite Radiation Exposure Review 
Project (ORERP) directed by the US Department of Energy and completed in the early 
1990s for the counties and townships near the Nevada Test Site included dose estimates 
for all radionuclides in NTS fallout. However, the cstiroaiion of health risk, although 
technically a feasible task, was precluded from the scope of the study. By contrast, the 
estimation of health risk to individuals and the probability of causation of specific 
radiogenic diseases was a Congressional mandate to DHHS and NCI within PL 97-414. 
Despite this mandate, the NCI report does not address the issue of the health risk to 
individuals from 1-131 in fallout. 

The NAS/EOM report concludes that the link between M3 1 exposure and thyroid cancer 
is now confirmed as the result of investigations of children exposed to fallout from the 
Chernobyl accident. Last year, NCI maintained that the link between 1-131 and thyroid 
cancer was still inconclusive. Yet those most familiar with the results of Chernobyl are 
the very NCI inveslig^rs responsible for the evaluations of NTS fallout. The 
conclusions regarding ie link between 1-131 and thyroid cancer in children exposed to 
Chernobyl fallout have not changed substantially in at least three years. 
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Dose is not a reliable indicator of risk 

A discussion of health risk within the NCI report is critical, otherwise the full impact of 
weapons testing on the American people cannot be readily ascertained. Without a 
discussion of risk, the reader will not know that an adult male Uviug near the Nevada 
Test Site at the time of testing who received a dose as high as 20 rad to the thyroid would 
be at ten times lower risk than a young female child living in the eastern USA and 
receiving a dose of merely 0.5 rad. Gender and age at time of exposure are more 
important determinants of risk than are dose, diet, and location. 

At present, the only NCI discussion of health risk ftom exposure to I- 13 1 in NTS fallout 
is in the memorandum of September 27, 1997, to Dr. Richard Klausncr, Director of NCI, 
from Dr. Charles Land, NCI, and in presentations made by Dr. Land before the ACERER 
and before the NAS/IOM in December of 1997. These materials are not readily 
accessible to members of the public, although they are reproduced and discussed in the 
recent NAS/IOM repon. These risk estimates must be expanded much further to comply 
with the full mandate of PL 97-414. 

The NCI uncertainty analysis is inconsistent with current practice 

One of the strengths of the NCI investigation was a major effort to account for all 
sources of uncertainty and to express uncertainty in the final estimates of thyroid dose. 
UnforWnately, the presence of uncertainty in the dose estimates is somewhat obscured in 
the presentation of results as the NCI report focu^s mainly on the presentation of central 
(median) estimates. 

In the NO report and in the data presented on the web page, the results are presented 
only as a geometric mean (GM), and a geometric standard deviation (GSD). Uncertainty 
in the dose estimates is more readily communicated through the use of a 90 or 95% 
uncertainty range (confidence interval) as is now common practice for dose 
reconstructions at Hanford, Femald, Rocky Flats and Oak Ridge. For example, for an 
individual bom on January 1, 1952, in Boise, Idaho, who consumed an average diet and 
an average amount of milk, NCI reports a thyroid dose of 19 rad (GM) with a GSD of 
3.8. Presenting the results in this manner causes the reader to focus only on the central 
estimate and to discard important inform^on about uncertainty. A 95% confidence 
interval would show that the dose for an individual in Boise, Idaho is highly uncertain 
and could range from 1.4 to 260 rad. 

In addition, the methodology used by NCI for the analysis of uncertainty, which requires 
all uncertain variables Co be described as lognormal probability distributions, reflects 
practices of the early to mid 1980s. Current dose reconstructions, facilitated by advances 
in software during the late 1980s and early 1990s, use computer algorithms (employing 
Monte Carlo simulation) that free the analyst from the restrictive assumptions required 
by the NCI methodology. These more recent approaches also allow uncertainty due to 
incomplete information to be separated from information about inter-individual 
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variability. The NCI methodology makes no distinction between these separate sources 
of uncertainty- 

Scientific natation in ’E’ format is confusing to the lay public 

Another impediment co public comprehension of the results is the fact {hat on the NCI 
web site, dose values arc presented in sciendfk: notation in ‘ E' format (c.g., 3E4-2 for 
300), Scientific notation is a convention readily understood by engineers and scientists, 
but read only with extreme difficulty by individuaJs who are not technically trained. A 
major effort is still required to make die materials on the NCI web page accessible and 
tjanspareni to members of the public seeking oa understand the significance of exposure 
to NTS fallout. 

OPENNESS IS ESSENTIAL WHEN PUBLIC CREDIBILITY IS AT STAKE 

In all present dose reconstruction studies djfccted by the Centers for Disease Control or 
by State Departments of Health, there is a major commitment to achieving credibility 
with the public. Affected communities arc particularly concerned about the integrity of 
government-sponsored dose reconstructions because their exposures were involuntary 
and caused by government decisions made without their consent or knowledge. 

There is an inevitable suspiciOTi among members of affected communities that the 
government continues to harbor incentives to luinijiuzc the perceived severity of the 
potential impact of radiation exposure on public health. Therefore, an essential 
prerequisite for trust building with the public is a strong institutionai commitmeot of 
openness and outreach to members of the affected community. 

The NCI study was not open 

Over the 14 years of the study, it is not evident that NCI took initiative on its own to 
communicate with the public nor lo disclose preliminary results in a maimer that would 
allow the interpretation of the potential health significance of their Endings. Unlike 
ocher dose reconstructions, the ^visory committee to NCI included no members of the 
affected community. In fact, some members of the advisory committee evenmally 
assumed the role of study participani and co-author. Unlike ocher federal advisory 
committees, the chair was also the NQ project director. 

To the best of my knowledge, the basic results of this study were known In 1989. By 
1992. major portions of the fmal draft repon were completed, but the actual report was 
not released until October 1997. 
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Numerous scientific presentations made by NCI 

During ihc lace 1980s and early 1990s, numerous scientific presenrations and publications 
were made by the principal authors of the NCI study at national and international 
conferences. These presentations and publications presented details of the methodology, 
the results of intermediate calculations, and infonnation about gross per capita average 
doses and collective population doses. With the exception of the counties near the 
Nevada Test Site, I am not aware of any presentations by NCI that indicated how high 
doses could be for individuals exposed in childhood who consumed higher than average 
amounts of milk, nor what the magnitude of doses for each county would be for children 
on a diet of fresh milk who resided in the heavily populated eastern USA. I recall one 
presentation given in Vienna that showed a map of per capita doses throughout the entire 
USA, but this map was later omitted from the published report. 

Of the cases of thyroid cancer induced by exposure to NTS fallout, most will occur in 
females who were under the age of 5 at time of exposure and who resided in the mid- 
west and eastern USA. I am not aware of any NCI publication or presentation that has 
revealed this important conclusion. Emphasis in the NCI presentations was typically 
placed on the overall collective dose to the entire population, a concept frequently used 
by specialists in health physics, but of limited utility for estimating the risk to the 
population from exposure to T131. The population risk is controlled, not by the average 
or overaD collective dose, but by the doses received by young children (most of whom 
would be less than 5 years old at the time of exposure). 

A policy of openness would have assured prompt release of results 

I sincerely believe that if this study had adopted a policy of openness and public 
outreach, the release of the NCI repon would not have taken 4 to 5 years from the time 
of completion of the final calculations. Furthermore. I believe that if this study had 
solicited public involvement, the NCI report would contain information on individual 
health risk as mandated by Congress. Preliminary disclosure of its results in 1989 would 
have also prepared other public health organizations to coordinate a strategy for a timely 
response to assist those exposed and concerned. This important task instead was 
transferred to the NAS/TOM, whose volunteer members were required at the close of 
1997 to produce a definitive report in less than 9 months. I believe ihar the work 
undertaken by the NAS/IOM in 1997 should actually have been initiated by NCI as early 
as 1989. 

Recommendations to encourage openness in the NCI study 

In about 1990, as the result of a positive experience I received as a member of the Health 
Advisory Panel for the Colorado Slate Department of Health at Rocky Flats. I personally 
called the NCI project director and suggested that he consider opening the NCI study up 
to representatives of the public. I suggested that NCI consider a series of public 
workshops. At the time I was told that such a procedure, although certainly desirable, 
would not be practical. The study was nearly completed, and it would be difficult to 
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identify reprcscntalive members of affected groups. I raised this issue with the project 
director again is IS^4 and a^n in April of 1997. 

NCI was informed in early 1996 about risks from NTS fallout in Tennessee 

In 1994 1 bec^nc inwived in dose reconstniOion efforts at Oak Ridge, Tennessee. Since 
the primary contaminant of concern was 1-131 released from 1944 to 1956, I was 
interested in estimating the potential confounding influence of NTS 1-131 that was 
deposited in this nsgion from 1952 to 1957. At this time I lecoinmended to the 
Tennessee Department of Health that the NCI be formally requested to advise and assist 
us in our investigation of the Oak Ridge dose recoastniccion work. In April of 1996, our 
first estimates of the health risk of NTS feUout 1-131 in the vicinity of Oak Ridge. 
Tennessee were completed after receipt of electroDie files from NCI on their calculations 
of the deposition and milk concentrations of fallout 1-131 in each county of Tennessee. 

We estimated that the excess lifetime risk of thyroid cancer for a female child bora in 
1951 could range from a few cases in ten thousand to more than one case in one hundred 
exposed individuals, depending on the source of fresh milk. These estimates were 
moderately uncertam. with confidence bounds being a little more than a factor of ten on 
either side of tlw central value. Our estimates of thyroid doses were less uncertain with 
central estimates ranging from 2-5 to 63 rad, depending on the source of milk in the diet. 

Recognizing the potential importance of this information, I faxed these results to NCI for 
comment and review. We received no reply. I later sent a copy of the fiill draft report; 
still we received no response about the significance of the dose and risk estimates. About 
six months after the NCI report itself was published, a revised draft report of the Oak 
Ridge Dose Reconstruction was completed in March 1998 and forwarded to NCI. This 
time we received extensive and thorough review comments on our work from NCI. 

IS FOIXOW-UP NEEDED TO BROADEN THE INTENT OF PL 97-414? 

In presenting this testimony, 1 feel compelled to note to Congress that if its inieat was to 
investigate the full extent of public health outcomes from exposure to NTS fallout, then 
it is important to proceed to investigate the exposure to all ra^onuclides in fallout and to 
evaluate potential health impacts to individuis residing beyond the continental borders 
of the USA. 

Such an analysis would have been readily accomplished by the NQ because the 
techniques developed to esdmate 1-131 depositions from the analysis of gummed paper 
are the same ones required to estimate depositions for all of the other radionuclides in 
NTS fallout. Some cf the radionuclides from NTS weapons testing, such as strontium- 
90, cesiimi-137. and pluconJuni-239/240 are still in soil and in present-day food products. 
Although PL 97-414 restricted NCI to the investigation of 1-131, NCI made no attempt to 
request that the scope of its study be broadened so that it could evaluate the fUll public 
hc^th consequeimes of NTS testing of Quclear weapons. 
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CONCLUDING REMARKS 

I Imvc had numerous occasions to reflect back on my experience with the NCI study and 
its investigators since my initial involvement in 1987. Based on a collection of 
experiences, I now believe that prior to October 1997, there was concern within NCI 
about the negative impacr that its study might have on public perception about the legacy 
of atmospheric testing of nuclear devices at the Nevada Test Site. I believe that this 
concern may have been partially responsible for the delay in publication of the results 
and the omission of risk estimates. An NQ conumtment to openness would have 
ensured that issues relevant to public health and the public right to know were addressed. 
A commitment to openness would have meant Chat the advisory committee to NCI would 
have included representatives of the affected community as well as independent scieniisis 
familiar with the conduct of dose reconstruction; and. of course, the Director of die NCI 
smdy would have never have been Chaimnan of his own “Advisory Group." Further, 
this advisory group would have operated under the rules of the Federal Advisory 
Committee Act. Openness fosters increased transparency in oral and written 
communication and provides inceniives for investigatars to reach out beyond their 
tradidonad peers of-hcalth physicists, biosiati^icians, and epidemiologists. I believe that 
even the recent NAS/IOM report could have been improved through a more aggressive 
institutional commitment to openness. Furthermore, the delay in release of the NCI 
report would not have occurred had NCI made a commitment to openness and had NO 
provided opponunities for involvement by members of affected commanities. 

I hope that one outcome of this hearing will be to implement needed improvements in the 
conduct of public health research as carried out by all branches of the federal 
govemmeni. This concludes my testimony this morning, and I am now willing to Wswer 
any questions you may have. 

Thank you. 
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Good morning. I am Barry Johnson, PhD, Assistant Administrator of the Agency for Toxic 
Substances and Disease Registry (ATSDR). I am accompanied by Jeffrey Lybarger, MD, 
Director, Division of Health Studies, ATSDR. 

Our testimony today will address ATSDR's health surveillance responsibilities under the 
Comprehensive Environmental Response, Compensation, and Liability Act (CERCLA), 
also known as Superfund. In particular, we will describe ATSDR’s ftrrdlng that health 
surveillance of persons exposed to radioa^ve iodine released. In the past, from the 
Hanford nuclear facility in Richland, Washington is called for under CERCLA. Our 
testimony also relates the public health approach taken by ATSDR in considering 
CERCLA’s health surveillance provisions when populations have been exposed to 
hazardous substances released into the environment. In view of the recent 
recommerKfation of the National Academy of Sciences’s Institute of Medicine (lOM/NAS) 
against thyroid cancer screening, we will also highlight our differerK:es in decision making 
and why we continue to support our decision for a medical monitoring program for a 
subpopulation of persons exposed as children to iodine-131 released from the Hanford 
facility. 

Health Surveillance under CERCLA 

As backgrouTKl. ATSDR was created by Congress to address the public health implications 
of hazardous waste sites and unplanned releases of hazardous substances into 
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community environments. ATSDR works closely with the U.S. Environmental Protection 
Agency (EPA), other federal agencies, states, communities, and tribal nations in the 
conduct of our CERCLA responsibilities. 

ATSDR's public health responsibilities under CERCLA include conducting public health 
assessments and attendant activities at all sites on the National Priorities List (NPL). There 
are four NPL sites at the Hanford nuclear facility. ATSDR was led to consider health 
surveillance of Hanford populations through our evaluation of environmental contamination 
data provided to us by the Department of Energy (DOE) and state agencies, as well as 
findings from the Hanford Environmental Dose Reconstruction project. Based primarily on 
consumption of milk contaminated with iodlne-131. thyroid dose estimates were highest 
for young children during the period, 1945 thraugh 1951. The dose reconstruction findings 
were prepared for the Centers for Disease Control and Prevention (CDC) and published 
in 1994. t 

With regard to ATSDR's mandated responsibility few health surveillance, CERCLA [42 DSC 
9604,§104(i)(9)] states, in part, 

Where the Administrator of ATSDR has determined that there is a significant 
increased risk of adverse health effects in humans from exposure to 
hazardous substances based on the results of a health assessment, an 
epidemiologic study, or an exposure registry, and the Administrator of 
ATSDR has determined that such exposure is the result of a re/ease from a 
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facility, the Administrator of ATSDR shall initiate a health surveillance 
program fr^such poputation. This program shall indude but not be limited to 
(A) periodic medical testing where appropriate of population subgroups to 
screen tor di&sa^s tor whkdi the poputation or sjbgroup is at significant 
increased risk, and (B) a mechanism to refer for treatment those individuals 
within such population vrito are screened positive fyr su(^ diseases, 

ATSDR’s Medical Monitoring FHogram 

ATSDR interprets the cited statutory language as an important public health intervention 
sbetegy that provides early diagnostic and referral services for a welNteflr^d population 
at health risk. Early detection of a diange in health status is the most effective way to 
lessen the burden of more advanced disease and enhances survival. ATSDR's public 
health ^sproach for considering a population for health surveiil^ce involves a rigorous 
process that 

» applies established medical monitoring criteria that were adopted by ATSDR 
following Intensive public and technical review, to determine if monitoring is 
af^ropriate under the CERCLA provisions apprc^ate for that p^HjIation; 
uses a muttidisdplirted p^et of experts to apply the-criteria for medical monitoring 
and consider the merits and specific components of the program for a specific site; 
► establishes the means and supports public involvement in decision making at 
every stage; 

» assures independent and external peer review of all matters of science and public 
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health practice; 

*- builds support arxt involvement of affected stakeholders, e.g., state and local health 
departments, affected citizens, Native American tribes, and others; 

^ reviews the public health policy implications, scientific evidence, and program risks 
and benefits as part of a formal agency approval process; 

•• implements health surveillance activities when indicated; and 
> periodically evaluates the health surveillance program for effectiveness and quality. 

ATSDR used this approach to determine that medical monitoring for thyroid diseases is 
needed for some persons exposed as children to historical releases of radioactive iodine 
from the Hanford nuclear facility. For purposes of tt^is testimony, we use the terms medical 
monitoring and health surveillance interchangeably. 

Development of the Hanford Medical Monitoring Program 

In Febojary 1997, ATSOR concluded its determination that a medical monitoring program 
was warranted for persons at significant iru^reased risk of thyroid cancer and other 
conditions from exposure to iodine->131 released from the Hanford Nuclear Reservation 
during the period, 1945 through 1951. In soufft central Washington State, the Hanford 
facility produced the plutonium used in American nuclear weapons. During a chemical 
separations process, primarily during 1945, iodine-131 was released to the atmosphere. 
As previously mentioned, a dose reconstruction study documented -large releases of 
iodine-131 into the atmosphere and provided dose estimates of representative individuals 
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according to their age and where and when they lived within a large geographic area 
surrounding Hanford. ATSDR determined that the major public health risk is among young 
children downwind of the facility who consumed contaminated milk during the period, 1 94S 
through 1951. 

In order to make the public health decision about Hanford, ATSDR used its medical 
monitoring criteria to determine the appropriateness of health surveillance of thyroid 
disease for persons exposed to radioactive iodine released from the Hanford facility. A 
summary of the seven criteria is provided as an attachment. They were developed with 
input from Ihe public and technical experts and endorsed by ATSDR's Board of Scientific 
Counselors. In applying the criteria to Hanford, ATSDR used a review process that 
involved a variety of experts, as well as several representatives of the community and 
tribal populations impacted. In particular, ATSDR and CDC jointly formed the Hanford 
Health Effects Subcorrvnittee (HHES) to advise the agencies on their research and public 
health activities related to the Hanford facility. ATSDR and CDC also worked closely with 
the Intertribal Council on Hanford Health Projects, which included representation from 9 
tribal nations in the Hanford region. The HHES provided an essential resource for 
expressing health concerns from comrmxiitios and tribal nations. They reviewed ATSDR's 
approach to, and findings from, the consideration of a medical monitoring program. 

Wo will briefly discuss several key points related to the medical monitoring decision for 
persons exposed to radioactive iodine reieased from the Hanford nuclear facility. ATSDR 
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has published an extensive report that provides important background and details of the 
medical monitoring program associated with the Hanford nuclear facilitys. We can make 
these.documents available to the subcommittee, if that would be of assistance. 

Exposure and Related Health Outcomes > As stated in this testimony, CERCLA directs 
the Administrator of ATSDR to initiate a health surveillance program for populations at 
significant increased risk of adverse health effects as a result of exposure to hazardous 
substances released from a facility. The law further defines this program as a periodic 
medical testing to screen people at significartt inaeased risk for disease. From our expert 
panel we determined that a median 10 rad, or higher, thyroid dose estimate for children 
would place these individuals at significant increased risk. This is based on the extensive 
medical literature of external radiation exposures that support elevated thyroid cancer risks 
at tfiis dose level, or higher, among children. These elevated thyroid cancer risks occur 
for many decades (at least 40 years or more) following radiation exposures to the head 
and neck in childhood. 'R>e literature also suggests that there are other health outcomes 
that might be related to thyroid radiation exposures, includirtg hypothyroidism, chronic 
lymphocytic thyroiditis, and hyperparathyroidism. Moreover, there is an increasing amount 
of medical literature that supports a reasonable association between radioactive iodine 
exposures and excess occurrences of thyroid neoplasms. This literature includes 
published studies of populations exposed to the Chernobyl reactor fire in 1986, Marshall 
Islanders exposed to the 1954 BRAVO test releases, and schoolchildren exposed to 
Nevada Test Site atmospheric testing releases during the period. 1951 through 1962. 
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Target Population - One of the ATSDR’s medical monitoring criteria requires a well- 
defined, identifiable population at-risk sufficient levels of exposure. The Hanford dose 
reconstruction study conducted for CDC assisted ATSDR in defining an eligible population. 
The thyroid dose estimates for Hanford were determined for 6-mile by 6-mile grids within 
a 75,000 square mile region around H»^ford. ATSDR estimates that 14,000 people 
{majority were exposed in 1 945) would have received a sufficient thyroid dose as dilldren 
to place them at significant risk of thyroid cancer and other thyroid and parathyroid 
conditions. ATSDR will be able to locate these individuals by various methods using birth 
certificates, contacting ongoing and previous study participants, and other tracing 
methods. Our tracing efforts of historical residents for other ATSDR studies have 
su cces sfully located 85% or more of the eligible population. In addition, CDC has traced 
and located over 85% of their Hanford thyroid morbidity study participants who were young 
children at the time of exposure. 

If the entire eligible population participates in the program, ATSDR estimates that 90 
thyroid cancers will be detected through the first round of the medical monitoring program, 
versus eight thyroid cancers that would be expected without such a program. From our 
review of the scientific and medical literature, there is evidence that suggests early 
detection and treatment of thyroid disease can save lives, reduce chronic health 
conditions, and lessen the chance of thyroid cancer recurrence. 

Prevention Effectiveness Approach - Because there is no randomized controlled study 
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proving the benefits of thyroid cancer screening, ATSDR conducted a prevention 
effectiveness analysis to project the potential harms and benefits of a program based on 
a clinical decision model. The model used program scenarios with different eligible 
populations and methods of medical evaluation and compared the findings to a no- 
program scenario. The model generated estimates of the number of thyroid nodules, 
biopsies, surgeries, thyroid cancers, and th^id cancer deaths averted for each scenario. 
The analysis helped determine which population subgroups and methods of medical 
evaluation would result in the most benefits and fewest harms to those who might 
participate In a medical monitoring program. Prevention effectiveness analysis helped 
identify a well-defined, high risk population that could benefit from a program. Using a 
range of thyroid dose estimates, the analysis showed medical monitoring of persons 
having thyroid dose estimates of 10 rad or greater as children would yield a higher rate 
of thyroid cancers detected early and lives saved. The analysis also showed that 
extending the more precise geographic region of program eligibility to county boundaries 
resulted In large numbers of lower risk people (with lower thyroid dose estimates) being 
evaluated and being put at greater risk of harm and false positive diagnoses. The 
prevention effectiveness analysis also allowed us to project which benefits and harms 
might result from various medical monitoring program scenarios. Clearly, a well-defined 
high risk population must be identified for a program with thyroid evaluation to derive the 
most benefit. The geographic precision of the radiation dose estimates from Hanford 
releases was a key in ATSDR's prevention effectiveness analysis and helped clearly 
define the at-risk target population. 
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ATSDR Review Process - After 18 months of careful consideration and analysis, the 
ATSDR proposed program underwent an extensive review process using interagency 
technical reviews (CDC and ATSDR), external scientific peer reviews (included four 
experts in clinical endocrinology, occupational and environmental medicine, disease 
prewntion services, and preventive medicir^e and community health), comments from the 
public, and a senior and executive management public health science and policy review. 
The review process strengthened our finding friat the program has genuine merit (for a 
well-defined high risk population) and should be implemented under our CERCLA 
responsibilities. Following meetings with executive and senior scientific staff and a 
meeting vinth community and tribal representatives, Dr. David Satcher, as the former 
ATSDR Administrator and Director of the CDC, signed the decision memo on February 7, 
1997 to implement the program, pending funding from the DOE. 


Differences in Decision Making 

ATSDR is directed under CERCLA to perform health sun/elllance programs for populations 
at significant risk of adverse health effects from exposure to hazardous substances. This 
represents a different type of public health activity than the setting of national policy or 
standards for thyroid cancer screening. 

We perform our work on a site-specific b€wis using the best available scientific and 
medical Information and following a rigorous process that Is based on our seven criteria 
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for medical monitoring. We not only involve the affected public in our decision making 
process, but also conduct external scientific peer review of our work to make the best 
public health decision possible. By consulting recognized experts in the medical issue 
under consideration and involving the public most directly affected by the proposed 
inten/ention, this process provides an important and necessary balance for public health 
decision-making. 

Because we are not setting national screening policy, our criteria do not require a 
randomized controlled study showing the benefits of screening. The expectation of such 
evidence by lOM is understandable, especially for a national screening policy. However, 
for ATSDR’s targeted medical monitoring of a well-defined, high risk population we took 
the approach of using a weight-of-evidence. Such a screening approach Is typically used 
in public health programs, for example lead screening for children. Virtually all public 
health experts would agree that lead screening programs in communities known to have 
high contaminations of lead have resulted in early detection and treatment of lead 
poisoning in our children. We believe that a targeted thyroid screening program for people 
at lifelong risk from Hanford exposures will derive similar benefits. ATSDR will conduct 
ongoing evaluations of its program to assess risks and harms - including an expert panel 
review prior to initiating any medical monitoring activities - in addition to determining how 
many thyroid conditions are diagnosed and treated. 

We agree with the lOM/NAS that the current dose estimates for U.S. counties have large 
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uncertainties, which makes it difficult to readriy determine who was at highest risk. Other 
approaches might help define the highest r»k population, for example a focus on young 
children who drank goats’ milk in certain regions of the country during the release period. 
At Hanford, however, we are fbrtur^te that the dose reconstruction study estirr^ted doses 
at a much more precise level of geographic resolution (6-mile by 6-mile areas) and our 
eligible population includes 60% received ffiyroid dose estimates of 25 rad or higher. 
Based on our ability to clearly define and locate the high risk population, our decision for 
medical monitorir^ is appropriate from a public health practice perspective. 

Suminary 

As a final note, ATSDR successfully rmpiemented a screening program for persons 
exposed to a human bladder carcinogen. This was initiated more than 10 years ago, 
based on the known science at the time, and on good public health practice. 

In 1 986, ATSDR funded its first such program for fonner workers at the Drake Chemical 
site in Pennsylvania. These former workers had been exposed to betanaphthylamine — a 
known human carcinogen, specifically linked to bladder cancer. A total of 364 workers 
were initially eligible for screening; 82% of whom chose to participate. Compliance 
continues to be high with participation rates ranging between 82% to 92%. Of the workers 
screened in the first phase, 50 have been referred for the second phase which includes 
a laboratory diagnostic work-up (a cystoscqay). As of 1997, two workers have been 
diagnosed as having early stage carx»r, another 13 were diagnosed with varying degrees 
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of dysplasia, and 25 had some type of bladder abnormality diagnosed. This program has 
clearly been of benefit for detection and treatment of disease for these workers, and has 
been so successful that it now is continued by the state of Pennsylvania. 

Our testimony today has described ATSDR's health surveillance responsibilities under 
CERCLA. We have presented our agency's findings that medical monitoring for thyroid 
disease is required for persons who were exposed as children to Hanford iodine-131 
releases and received sufficiently high thyroid doses. ATSDR considers medical 
monitoring of a well-defined high risk population to be consistent with the central principle 
of public health: prevention of disease is preferable to treatment and medical care, and 
early loss of life. Furthermore, we believe that ATSDR's mandate under Superfund carries 
a clear responsibility to deal with exposures of children to iodine-131 releases from 
Hanford during the period, 1945 through 1951, and provide medical evaluation that can 
lead to early detection and 'mitigation of disease. Our proposed medical monitoring 
program at Hanford is based upon the best available science, and we believe it represents 
sound public health policy decision made almost 2 years ago. 

Mr. Chairman, we would be pleased to answer any questions that you or subcommittee 
members may have. 
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Attachment 

Summary ol ATSDR’s Criterfa for Medical Monitoring 
(Federal Register, July 1995; 60(145):38640-4) 

Medical monitoring is periodic medical testing to screen persons at significant 
increased risk for disease. All seven criteria must be mat before a program is 
recommended. 

□ Evidence of exposure at a sufficient level of risk is documented. 

□ A well*defined population is at risk. 

□ A scientific basts exists for an association between exposure and health effects, 
a The healdi effects are detectable and amenable to prevention/intervention. 

□ Medical screening requirements should be satisfied. 

□ Accepted treatment/intervention exists and a referral system is available. 

□ Logistics must be resolved prior to program implementation. 
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GcK>d morning, madame chairman, and members of the Subcommittee. I am Richard Klausner, 
Director of the National Cancer Institute (NCI). I am pleased to testify before you today about 
NCI’s role in radiation research, specifically about studies of exposure to Iodine 131 and its 
relationship to thyroid cancer. In my testimony I will describe NCI’s mission, the process for 
scientific discovery, the management of complex scientific studies, the NCI study of 1*13 1 
exposures, our role in studies associated with the aftermath of the Chomobyl accident, and 
actions I have taken to strengthen oversight, management, and communication of NCI’s radiation 
studies. 


Introduction 

The National Cancer Institute has a long and distinguished history in radiation research including 
studies of how radiation is involved in the causes of cancer and how it is used most effectively in 
the treatment of cancer. Today, NCI is staffed with several of the world’s leaders in the field of 
radiation epidemiology and radiation dosimetry. When Public Law 97*414 instructed the 
Department of Health and Human Services to estimate the thyroid doses of iodine-131 received 
by people exposed to fall-out from the Nevada nuclear tests, NCI was asked to take on this 
responsibility. In October 1997, 1 testified before the Senate Appropriations Subcommittee on 
Labor, Health and Human Services and Education and presented the results of Utat study. 
Following that hearing, and at the request of the Department of Health and Human Services 
(DHHS), the National Academy of Sciences (NAS) and Institute of Medicine (lOM) reviewed the 
data and prepared a report entitled “Exposure of dte American People to Iodine- 1 3 1 from Nevada 
Nuclear-Bomb Tests; Review of the National Cancer Institute Report and Public Health 
Implications.” Their report focused on (1) assessing the soundness of the NCI analyses and 
estimates including those developed separately from the main report. (2) the risk of thyroid 
disease from iodine-131 fallout, (3) evaluating the benefits and harms of recommending a 
program of routine screening for thyroid cancer, and (4) identifying strategies fcM* communicating 
with the public about risks and responses. We are in the process of carefully studying the report, 
findings, and recommendations and are working with the Department of Health and Human 
Services and the Centers for Disease Control and Pres^ticn and its Advisory Committee on 
Energy Related Epidemloiogic Research (ACERER) to implement their advice most effectively. 

In April of 1986, a nuclear reactor accident took pi^ at Chomobyl in Ukraine. Following the 
accident, large numbers of people were exposed to iodine- 13 1 and, for many of them, actual 
measurements were made of radioactivity in their thyroid glands. With the availability of such 
measurements, (he Department of Energy (DOE) felt that if a study of the exposed children in 
Ukraine and Belarus could be designed and implemented, it might be extremely valuable for 
determining (he risk of thyroid cancer as a function of the dose of iodine- 1 3 1 received. Because 
of NCI’s experience and expertise in this field, in 1990 the DOE asked the NCI to take 
responsibility for planning and working with scientists of the then Soviet Union to develop long- 
term studies of health efl'ects, specifically in the thyroid, that might result from exposure to 1-131 
from the Chomobyl accident. DOE asked that Dr. Bruce Wachholz, the Chief of our Radiation 
Effects Branch, manage the scientific aspects of (he program. We were pleased to be able to 
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actively participate in this study, because of the unique opportunity this tragic accident afforded 
us to complete the risk assessment of M3 1 and thyroid cancer that was called for in P.L 97-414. 

I will discuss this study in greater detail later in my testimony. Shortly after this request, the 
dissolution of the Soviet Union took place, and we have subsequently been working with the new 
independent governments in Belarus and Ukraine. In close cooperation with scientific colleagues 
in Belarus and Ukraine, a U.S. working group has worked with comparable working groups in 
each country to develop research protocols for studies of thyroid cancer in large cohorts of 
children and adolescents in both countries. These suidies are now in progress. 

NCI’s Mission 

The ultimate goal of the National Cancer Institute is to prevent or cure cancer. The United States 
Congress in 1937 established the National Cancer Institute and in 1971 reaffirmed its 
commitment to cancer research with the passage of the National Cancer Act. Today, as we 
approach the 21** century, we can take pride in our accomplishments, but our pride is tempered 
by the knowledge that we still have much to do to achieve our goal. 

We have reached a turning point in our fcght against cancer. Between 1991 and 1995, the cancer 
death rate and the incidence rate showed their first sustained drop since record keeping began in 
the 1930s. For several types of cancer - children’s cancers, breast, colon and rectal, Hodgkin’s 
and testicular - the decreasing death rates reflect cumulative research successes over the past 
several decades. Continued advances in our knowledge base have been a vital component in the 
recent decline in the cancer death rate < a decline that has translated into thousands of lives saved. 
However, while the decline in the cancer death rate is evidence of our successes and reflects the 
collective knowledge and technical advances achieved, we still face an enormous challenge to 
more fully grasp the underlying causes of cancer • an understanding that is the keystone of further 
progress. Our success will continue to be measured in terms of fewer deaths, fewer new cases, 
increased life expectancy, and improved quality of life for cancer survivors. Our goal of a 
reduced cancer burden can only be achieved through continued expansion of our knowledge base 
that supports the successful translation of discoveries into treatments that benefit all people who 
are at risk for and who have cancer. 

Clinical Studies in an International Setting 

The NCI is an institution of science, and our operations arc driven by the processes of science. 
The culture of science is one of continued questioning, testing of hypotheses against evidence, 
critique by peers, validation of research results, and modification and extension of results as new 
findings emerge from the community of researchers. In this culture the pursuit of new knowledge 
must be the primary goal. 

Importantly, much scientific researdi is conducted in a collaborative manner. Complex projects 
require the collective wisdom of multidisciplinary teams of experts and are never performed by 
individuals working in isolation. Members of these research teams provide the diverse and broad 
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expertise that Is necessary to ask and answer major questions relating to human health. 
International collaborations are particularly challenging. Culture, local customs, and language 
differences must be surmounted; administrative, legal, and logistical barriers overcome; and 
effective communication and trust established before the collaboration can even address its 
scientific goals. 

Complementing scientific excellence, we must also have scientific and administrative 
mechanisms that provide oversight and accountability to our research projects and programs. 
Oversight of NCI activities is provided by various groups, including the Presidentially-appointed 
National Cancer Advisory Board, the Board of Scientific Counselors (for intramural research, 
conducted by NCI staff), and the Board of Scientific Advisors (for extramural research). In 
addition, certain individual projects, such as major clinical studies, often require specific 
oversight, in the form of data monitoring committees or advisory groups. These committees, 
functioning independently of those directly involved in the project, protect the interests of the 
people participating In the research and provide advice to project leaders on the future conduct of 
the study. They are integral to safeguarding the scientific integrity and ethical foundations of 
major clinical studies. Thus, it is crucial that the administrative and procedural requirements 
associated with clinical research serve the needs of the particular project and, in essence, be 
tailored to them. 

The Chomobyl experience shows much about the complexity of organizing and conducting a 
major clinical research study in an evolving and fluid international context. This study is a 
comprehensive clinical epidemiologic investigation requiring an effective integration of 
scientific, ethical, legal and regulatory requirements In a highly volatile political environment. 
The project directors arc Ukrainian and Belarussian scientists, and they are studying the 
incidence of thyroid cancer in residents of these two countries who were exposed to radiation 
from the Chomobyl disaster. U.S. contributions include scientific expertise, guidance, training, 
advice, equipment and supplies, and partial funding. 

Clinical studies conducted in the U.S. must adhere to the highest ethical standards and must 
guarantee that patients and subjects arc fully informed of the potential risks and benefits of their 
participation in the study. In this country, we have policies and procedures, based in law and 
regulation, to ensure that all clinical studies satisfy these requirements. Approval and oversight 
for research protocols arc vested In Institutional Review Boards (IRB) in each research center 
involved in such studies, whether in the U.S. or abroad, which arc responsible for ensuring the 
ethical conduct of the study. In other countries, these processes often arc not as well defined; 
sometimes they are actually non-existent and must be established before a clinical study can start. 
In newly democratic countries, the concept of voluntary participation in a government-sponsored 
study is not always clearly understood, either by the sponsors or by the participants. In the case 
of U.S. involvement in the Chomobyl studies being conducted by scientists In Ukraine and 
Belarus, as in other foreign countries where we arc working, all of the regulations and procedures 
that apply to clinical research In the U.S. must be followed, and we therefore had to educate our 
foreign collaborators, as necessary, on these processes. Our ability to effectively accomplish this 
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training had a direct impact on project implementitfion and execution, effective management of 
protocol benchmarks, and realistic achievement of proposed study outcomes. 

Additionally, effective international cooperation requires significant lead time for establishing the 
critical interpersonal relationships needed to work together effectively and surmount the barriers 
already noted. NCI staff and their foreign partners have successfully est{U)li5hed these 
relationships, which now constitute a firm basis for ntoving forward with the Chomobyl 
investigations. 

Management 

This committee has asked dbout how NCI manages its research programs, with particular focus 
on radiation studies. My understanding of the questions and concerns directed toward NCI is 
that they focus on oversi^t and management of the Chornobyl study, rather than the scientific 
questions being asked. With the Chomobyl project, the management approach must and does 
reflect the inherent characteristics of this type of a comprehensive, complex clinical study. It is 
desired to respond to changing parameters that require flexibility to address myriad issues that 
will inevitably arise purely because of the nature of the study itself. In our large, complex clinical 
trials, we often use a team approach to address specific problents as they arise, while at the same 
time providing for proper oversi^t that is removed from the day>to>day operations. Decisions 
are generally made by consensus, and we draw the necessary pool of talent, expertise, and 
experienced individuals in building these teams. Collective oversight may look sloppy or 
chaotic to those who are used to a simpler, more deflned. hierarchical management structure, but 
past experience has proven that this process works. Hie aftKementioned model has been applied 
to the Chomobyl studies in Belarus and Ukraine, although it is important to emf^ize once 
again that we are not running these studies. We are cooperating with the scientists and 
physicians in those countries who are responsible for carrying them out. We provide guidance, 
flnancitd assistance, training, and other assistance, but ultimately one must remember that we 
cannot and should not be making unilateral decisions. As 1 mentioned previously, the complexity 
of doing a large clinical study is further complictted by the many cultural, economic, political, 
and fiscal challenges of working in these countries. 

It may be helpful to try to explain why the involvement of real people in clinical studies poses 
such challenges. Our *^an^emenf* plan for a clinical study is the clinical research protocol. 
Among other ftiings, a clinical research protocol defines the patient accrual rate necessary to 
achieve numbers that will support the rigcMous statistical analysis needed to substantiate a 
finding. We know fixim years of experience that a certain number of patients will dropout of a 
study, will be unable to complete the intervention, or that we will be unable to enter sufficient 
patients on the study because of an inability to otKain a sufficient supply of a drug, or due to a 
lack of interest among the cancer community for the particular study. One example of a clinical 
trial that has presented major obstacles is bone marrow transplantation, where the wide 
availability.of this technology as routine patient care has greatly reduced our ability to attract 
patient volunteers into a research setting. Protocols have been in place for years (hat attempt to 
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compare existing treatment approaches to state of tite art therapy; but because the study design 
requires that patients be randomly assigned to one treatment arm or the other, we have not been 
able to enter sufficient numbers of patients onto the study. When treatments are offered outside a 
research setting, patients don’t have to risk randomization - they can simply choose whether or 
not to receive bone marrow transplantation. Does that mean we should give up trying to gel an 
answer? Absolutely not. But delayed patient accrual has forced us to drastically alter our 
projections as to how long It will take us to complete this incredibly important study. Therefore, 
it is critical to understand the impact that patient accrual and follow-up has on the conduct of 
even the most simple clinical study, and why the management of the study must be flexible 
enough to accommodate such events. 


The 1-131 Study: Estimating Exposure to Fallout 

In late 1982, Congress enacted a requirement, as part of the Orphan Drug Act (P.L 97-414), that 
the Secretary of the Department of Health and Human Services undertake three studies: I) to 
conduct scientific research and prepare the analysis necessary to develop valid and credible 
assessments of the risks of thyroid cancer that are associated with thyroid doses of Iodine 1 3 1 ; 2) 
to develop valid and credible methods to estimate the thyroid doses of 1-131 that arc received by 
individuals from nuclear bomb fallout; and 3) to develop valid and credible estimates of the 
exposure to 1-131 that the American people received from the Nevada atmospheric nuclear bomb 
tests. Parts 2 and 3 were addressed in a report released last year by NCI. The first part of the 
mandate Is still the subject of ongoing research, and 1 will come back to this point a little later in 
my testimony. However, I would like to point out that this legislation was very specific in its 
charge to “...conduct scientific research and prepare analyses necessary to develop valid and 
credible assessments of the exposure to Iodine 131.*' 

Almost one year ago, I appeared before the Senate Appropriations Subcommittee on Labor, 
Health and Human Services and Related Agencies to deliver to Congress the long-awaited NCI 
report. “Estimated Exposures and Thyroid Doses Received by the American People from Iodine- 
13 1 In Fallout Following Nevada Atmospheric Nuclear Bomb Tests.” Because this committee 
has also expressed interest in many of the same issues that were raised last year, 1 have appended 
to this statement last year’s testimony and ask that it be entered into the hearing record. 1 said 
last year, and I will repeat before you today, that a more clear, more rapid, and more aggressive 
plan for dissemination of the results to the public was called for. That said, I also believe the 
dissemination we made was unprecedented for a study of this magnitude and complexity. 
Further, we Nvere able to take advantage of a new tarhnology, the Internet, to provide access to 
over 100,000 pages of data that would otherwise have been inaccessible to most individuals. 

As I also stated last year, this delay in publication did not have an adverse impact on public 
health, a position reaffirmed recently by the Institute of Medicine (lOM) in the report issued on 
this topic September I . As I mentioned in my testimony last year, DHHS had requested that the 
lOM undertake a review of the findings in NCI's 1-13 1 report and that it make recommendations 
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on appropriate public health measures. To carry out tfiis evaluation, the lOM assembled two 
groups of expert scientists, clinicians, public health representatives and members of the public, 
and after several months of open meetings, committee deliberations, and consultation with other 
experts in many scientific and medical disciplines, released their findings and recommend^ions. 

I was impressed with the thoroughness and completeness of their process, the clarity of the 
recommendations, and the recognition of and sensitivity toward the need for better ways to 
communicate information about radi^ion risk to the public. This latter point is probably the 
most daunting challenge we face as a federal entity: how to provide complex information to the 
public in a clear, relevant, and understandable way. We at NCi face this challenge rq)eatedly. 

For example, many women, even those without any risk factors, fear that they will develop and 
die from breast cancer. However, most women don’t know that more women die from lung 
cancer than breast cancer, and even more women die from heart disease than either of these two 
cancers. Environmental exposures, such as pesticides, radon, and others that are involuntary, are 
ofren viewed as being more hazardous than voluntary exposures that we often don’t even think 
about as being hazardous. One of the lOM recommendations was that the Department of Health 
and Human Services undertake the research necessary to determine how to most effectively 
present information about risk so that it will be beuer understood by the public. 1 agree that this 
is a most w(MlhwhiIe endeavor, and what is learned will almost certainly be of assistance to NCI 
in communicating to the public about cancer risk in general. 

Chomobyl 

I would like to return to the first portion of the Congressional mandate regarding research related 
to the risk of developing thyroid cancer as a result of exposure to 1-131. The best way to 
determine the link between exposure to M3I and the development of thyroid cancer is to actually 
find people who have been exposed and monitor their health. In the scientific literature, it has 
long been questioned whether exposure to I-I3I leads to thyroid cancer. It was not until the early 
1990s, in the aftermath of the Chomobyl accident, that notable increases in cancers began to be 
reported. Even after these reports began to appear, however, we still did not know the 
relationship between the dose of (- 1 3 1 received and the risk of developing thyroid cancer. All of 
our previous “estimates” of that risk arc based on extrapolating what we know about external 
radiation, N^ich is based on many assumptions and is a very crude method for making such an 
estimate. NCI attempted to obtain more precise and valid data about exposure to 1-131 and 
thyroid cancer from the population in Utah that was downwind from the Nevada Test Site, but 
these studies were inconclusive. However, children exposed to radiation from the Chomobyl 
accident may have received hundreds of times the dose received by children in the U.S. As I 
noted earlier in my statement, the exposures resulting from the Chomobyl accident, unfortunate 
as they were, now provide us with the opportunity to attempt to correlate exposures to and thyroid 
doses from 1-131 with the onset of thyroid cancer and other health outcomes. We want to 
understand the dose relationship so that we can extrapolate back to a range of doses, specifically 
those in the U.S. 

I have been asked many times to explain tlw difference between the risk estimate that was 
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prepared last year when we released the 1-131 report and the risk assessment we arc trying to 
obtain from the Chomobyl study. Essentially, the difference is that the estimate prepared last 
year was not based on actual exposure of individuals to Iodine 131; it was rather an 
approximation of the number of cancers one might expect based on what is known and published 
about the relationship between exposure to radiation and the effect or outcome (thyroid cancer). 
This type of risk estimate can be prepared at any time using data available and already published 
in the scientific literature from many sources. The most important thing to remember about a risk 
estimate is to pay attention to all of the qualifiers, or limitations, that accompany it. The less that 
is known about an exposure, the broader the estimate will be, and the more uncertain the ability 
to validate its accuracy. 

We knew people were concerned about their risk of developing thyroid cancer as a result of the 
fallout from the Nevada Test Site. I asked NCI staff to review and evaluate all available data on 
thyroid cancer, including incidence and mortality data, to sec if there was any way to identify a 
change that might be related to 1-131 exposure. These analyses did not find any such 
relationships that were statistically significant. NCI scientists were able, however, to obtain risk 
estimates fix 1-131 indirectly, based on the known reliuionships between thyroid cancer risk and 
exposure to radiation from external sources. To do this, they had to make reasonable 
assumptions about the relative effectiveness of radiation from these two types of radiation. This 
method resulted in a very broad estimate that ranged from 1 1 ,300 to 2 1 2,000 excess cases of 
thyroid cancer that might have been caused by exposure to 1-131, but without a risk coefficient, 
the cause and effect relationship was based on assumptions. In their report, the lOM stated that, 
based on their own epidemiologic analyses, the excess of cancer cases is probably in the lower 
part of the range estimated by NCI. If the Chomobyl studies are successful, a much better 
estimate, with less uncertainty, will be possible because we will have direct evidence about 
thyroid cancer risk in persons exposed to 1-131 that we can combine with the estimated doses 
from the Nevada Test Site. 

How did NCI get Involved in the Chomobyl study? As 1 mentioned in the beginning of my 
testimony, the Department of Energy (DOE) requested that one of our scientists, Dr. Bruce 
Wachholz, manage the scientific aspects of a large clinical radiation epidemiology study to be 
conducted in the former Soviet Union. This study grew out of an international agreement 
between Soviet President Gorbachev and President Reagan that called for bi-national cooperation 
in undertaking research to better understand the hetdth consequences of radiation exposure 
resulting from the Chomobyl release. Dr. Wachholz’s background in radiation biology, his 
experience with radiation dosimetry, and his familiarity with similar multi-disciplinary studies 
made him an obvious choice to lead this project on the U.S. side. Drawing from a pool of 
consultants who had previously served as advisors on other radiation studies, Dr. Wachholz 
assembled a prestigious working group to assist in the development and management of this 
activity. As a result of collaboration between U.S. and Belarus and Ukraine scientists and 
discussions with international organizations, the study was framed, the protocol was designed, 
and an assessment of available resources in the host countries (Ukraine and Belarus) was 
pursued, it is important to remember that this is a study of exposed individuals in Belarus and 
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Ukraine, being carried out by scientists and physicians in those countries, with advice and 
assistance from U.S. collaborators. 

These studies are large, complex, and long term. We estimate that they may continue for 10-15 
years. A timetable with target completion dates was developed as part of the protocols, and in 
addition a management plan was developed to assist us in guiding the overall project. The 
primary objective of the study is to carry out valid and credible assessments of the early and late 
morphologic and functional changes in the thyroid glands of persons exposed to radiation from 
radioactive materials released as a consequence of the Chomobyl Nuclear Power Plant accident. 
The emphasis is on obtaining data that allow us to develop a risk coefTicient for thyroid cancer as 
it relates to dose, sex, and age in 1986 and on comparing the relative effectiveness of 1-131 with 
that of x-ray and gamma irradiation in inducing thyroid cancer and other thyroid conditions. 

From early 1991 through early 1994 (Belarus) and early 1995 (Ukraine), a U.S. working group, 
several members of which had previous experience with these types of studies, collaborated with 
working groups in Belarus and Ukraine, respectively, to develop the research protocols. Specific 
tasks were clearly spelled out, and approximate time lines were included. At the same time, 
government officials in Belarus and Ukraine were informed about the role of and need for an IRB 
and, following a period of training and education, established IRBs in their respective countries. 
During this period, another challenge facing the woricing groups was the need to interpret and 
translate all documents between Russian or Ukrantan and English. The protocols were negotiated 
and approved by the international working groups and subsequently approved by IRBs in each 
country and by the NIH Office of Protection of Rwcarch Risks (OPRR). The Belarus protocol 
was signed and implemented in May 1994; the Ukraine protocol followed a year later, and was 
signed in May 1995. The delays in Ukraine arose due to a number of problems, including initial 
difficulties at the Ministerial level, including a hesit^ton to identify specific officials or agencies 
that would be responsible for the study. Once these difficulties were resolved, the degree of 
cooperation began to improve. However, we found that at times limited progress was made 
between NCI’s visits, althou^ these visits were pivt^al in stimulating further activity. In 1997, 
the tlrst study participants were screened at clinics set up for this purpose in Minsk and Kiev, and 
in mobile facilities. From 1994 through 1996, and following the signing of the protocols, work 
was carried out on the development of the operational infrastructure as spelled out in the 
protocols. This included such efforts as the development of operating manuals; exploring and 
developing methods to identify and locate the cohorts in each country; establishing data 
coordinating centers, data management, and creating data flow sheets; obtaining tax exemptions 
on equipment and supplies; and developing appropriate financial transfer arrangenicnts; and 
putting in place a program of quality assurance;. Completion of these tasks was further 
complicate by the need to inte^ate various organizational entities and operating units into a 
cohesive project in order to undertake a study of this complexity with its need for rigor and 
absence ofbias. Again, there was a need to translate additional critical documents between 
Russian or Ukranian and English aiKl, very importantly, also adjust to several changes in 
Ministers in both countries. It is also fair to mention that, especially in the earlier years of the 
project, efforts were expended to overcome both the legacies of the Cold War as well as the 
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significant scientific and cultural disparities. 

My first meeting with DOE arose because of concerns they had about the progress and 
management of the study. I met with Dr. Paul Seligman, I!)eputy Assistant Secretary for 
Environment, Safety and Health, DOE in July 1996, and we agreed on a plan of action, including 
the establishment of a research support contract to develop and provide scientific and technical 
assistance in the project. In September 1997, NCI awarded such a contract to Columbia 
University following a full and open competition. The NCI official who serves as the Project 
Officer for this contract is Dr. Ihor Masnyk, who in recent years also has been the U.S. Associ^e 
Project Director. 

Due to the considerable and complex pre-study activities that had to take place, it may appear 
that the Chomobyl studies have been slow to get underway. However, there were innumerable 
scientific, political, economic, and practical considerations and obstacles that were faced. These 
included changes in key government personnel (Ministers of Health) in Belarus and Ukraine, 
senior staff changes in Belarus, new laws and restrictions (such as import duties on technical 
equipment and financial transaction obstacles), changes in the physical location of key 
components, complex and changing organizational and interpersonal dynamics, delays in 
delivery of equipment and suppi ies due to the establishment of new foreign government oversight 
agencies, and many others. 

Despite these delays, die study is moving forward. The cohorts have been established, study 
participants have been selected, methods for location of individuals are being evaluated, and 
feedback from individuals who have been invited to be screened is being gathered for evaluation. 
As of August 1998, in Belarus 2,869 patients have been screened, which is very close to the first 
year target of 3,000 screenings. In Ukraine, where screenings began three months ago, 529 study 
participants have been screened. Much of the credit for this progress is due to the ongoing 
activities of the working groups of consultants, whose members have provided regular and 
continuing guidance on these studies and have assisted in surmounting significant operational 
obstacles facing project execution. This U.S. assistance was provided by NCI staff and 
consultants (members of the working groups) through frequent trips to the study sites and regular 
monitoring of progress. 

One of the specific milestones that is included in the protocols, and one that we have been asked 
to address, is the appointment of Bi-National Advisory or Oversi^t Committees. Such 
committees are required in each of the protocols, and based on the assumption that the studies 
would progress much more quickly, members were scheduled to be appointed during the first six 
months following the final approval (signing) of the protocols. Members are appointed by each 
national participant (five each from the U.S. and either Ukraine or Belarus), representing specific 
areas of expertise (endocrinology, radiation biology, radiation dosimetry, radiation epidemiology, 
and clinical sciences/pathology). The responsibilities of these oversight groups include those 
normally found in such studies done in the U.S.. including recommending modifications of the 
protocols to the national authorities; approval of protocol modifications that have been agreed 
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upon; review and approval of budgets prior to presentation to the national authorities; scientific 
and administrative oversight, including on-site visits and written scientific critiques; and 
developing a publication policy. All of these functions relate to the main activity of the studies, 
i.e. screening of participants. In addition, the Bi-National Advisory/Oversight Committees were 
given the responsibil ity to ratify the appointment of the Project Director in the study country. 

The process of identifying and appointing mnnbers for these committees has been quite slow, but 
all of the members of these committees have now been identified and we hope to schedule the 
first meetings in the near future. Has the absence of these committees had a negative impact on 
the conduct of the studies? We believe the answer, up to this point, is no; however with the 
accrual of study subjects, we have reached a point where the advice of the committees becomes 
important. Again, I must point out that these studies are cooperative, with NCI providing 
assistance but with the ultimate responsibility and authority resting with the Project Directors in 
the study countries. We believe that the study teams in Belarus and Ukraine match our own 
commitment to see the studies through to completion. 

Interagency Coordination 

There is a wealth of expertise and experience among Executive Branch agencies from which we 
can learn. Among the steps I have taken since becoming NCI Director have been efforts to 
improve communications with other federal agencies, especially with our collaborators. As I 
mentioned earlier, in July 1996 I and several other NCI staff met with our colleagues from the 
Department of Energy to reach an agreement on the future management of the Chomobyl studies. 
This was an important meeting as it addressed many of the issues under consideration today, and 
it was intended to provide a template for future open, honest discussions about our progress on 
these very important studies. Last September, I met with my counterpart at the National Center 
for Environmental Health at CDC. Richard Jackson. We discussed the many areas in radiation 
research where we could learn from each other, and we signed a joint memorandum committing 
our agencies to work more closely together, to identify new opportunities to collaborate on 
research initiatives, and to provide a forum for our staff to regularly exchange information on our 
progress. 1 am extremely pleased with the success of mir renewed commitment, and I am 
confident that this wilt quickly translate into bener, faster dissemination of important health 
information to the public. 

Summary 

An organization must be flexible to respond to changing needs and correct problems as they are 
encountered or identified. Last year, following the release of the 1-131 report, I put in place 
several mechanisms to correct weaknesses I had identified in the process of trying to understand 
why (his report took so long to complete. First. I assigned to the Deputy Director, NCI, the 
responsibility for monitoring and oversight of all radiation research conducted or supported by 
NCI. This placed the central coordination and monitoring function directly in my office where I 
could be immediately informed of any delays in or impediments to this area of research. Second, 

I directed that a comprehensive tracking system be developed to ensure that Congressional 
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mandates such as this one would be monitored regularly and status updates provided periodically 
for better oversight and monitoring. This system has been developed and will be fully operational 
this fall. Third, over the past two years I have had ongoing conversations with key IX)E staff, 
and with the Minister of Health in Ukraine, and have received only positive feedback about the 
conduct and progress of these Studies. There is ample evidence to show considerable activity on 
these studies, including frequent trips overseas, frequent communications with project directors 
in Belarus and Ukraine, meetings with the contractor, and increased ability to successfully deliver 
needed equipment and suppi ies overseas to the appropriate recipients. My staff meet regularly 
with DOE staff to discuss progress on this study and have been informed that progress is 
satisfactory. We presented an update of the Chomobyi study to the National Cancer Advisory 
Board last week, and we are planning a presentation to the ACERER in November. 

With all of these mechanisms in place, was there more we could have done or should have done 
in monitoring the Chomobyi study? A more detailed reporting of protocol benchmarks versus 
actual progress may have brought greater visibility to the delays associated with this study. 
However, because of the nature of the delays, it remains unclear to me whether this reporting in 
itself would have expedited progress. It is the complexity of conducting an international study in 
an unstable climate that has impacted progress. Time lines, milestones, and targets are all In 
place and significant progress has been made 1 will readily admit that the study milestones may 
have been overly optimistic, especially knowing today what we do about the political, economic, 
and regulatory difllculties we have encountered. For those who focus on meeting milestones, this 
perhaps is viewed as a fundamental flaw. However. I believe that the optimism was based on our 
experiences here in the U.S. and the understanding that in clinical studies there are many 
contingencies that cannot be anticipated. Finally, I have asked the question myself: would 
functioning Bi-National Advisory Committees have made a difference in progress on these 
studies? After discussing this question with many of my own advisors, I have concluded that the 
guidance and advice provided by the working groups were sufficient to identify problems, issues 
and solutions as quickly as possible. This advice came from multiple sources, including our 
consultants on the project and more recently the staff on the Columbia contract. Many of these 
consultants have been affiliated with the project in varying capacities over the years and bring 
very different perspectives and valuable advice. The formal Bi-National Advisory Committees 
were not intended to function in such an operatlimal mode, and their most valuable role relates to 
issues that are beginning to confront us now: issues of cohort identification; statistical strength; 
and our ability to complete the study as was originally conceived. 1 look forward to having these 
committees in place in the very near future so that they can begin their work. 

I remain committed to ensuring that as long as NCI has responsibilities for these studies, they will 
be done well, in as timely a fashion as possible, and the results will be disseminated widely to the 
public and the scientific community. NCI clearly has the expertise needed to carry this out, and 
the responsibility to ensure that it is done well rests both with the scientific staff who manage the 
day to day issues and also with NCI management, where proper oversight must be maintained. I 
hope this testimony has clarified some of the issues of concern to the Subcommittee, and I will be 
pleased to answer any questions you may have. 


- 12 - 



STATEMENT OF WILLIAM F. RAUB, PaO. 


DEPUTY ASSISTANT SECRETARY FOR SCIENCE POLICY 
OFFICE OF THE ASSISTANT SECRETARY FOR PLANNING AND EVALUATION 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 


BEFORE THE 


PERMANENT SUBCOMMITTEE ON INVESTIGATIONS 
COMMITTEE ON GOVERNMENTAL AFFAIRS 
UNITED STATES SENATE 


17 SEPTEMBER 199* 



88 


1 

Madame Chamnan, Senator Glexm, other members of the Subcoaunittee: 1 am William Raub, 
Science Advisor to tlK Scci^ary of Health and Human Services. I am plca^ to be hert today to 
disciiss the perspective of the Department of Health and Human Services on the conduct of two 
stiuiies designed to examine the effects of exposure to lodiae- 131 following nuclear testing or 
accidents. My colleagues and I appreciate the time and attention the Subcommittee staff has 
devoted to its review of these studies. We sham your desire that our research be conducted both 
rigcmsusly and efficiently and that outcomes be used to promote national policies diat are 
protective of die public health. 

The studies selected for review by the Subcommittee involve attempts to understand the effects 
of two major cases of radiation exposure: one, the program of nuclear bomb atmospheric tests 
conducted at the Nevada Test Site by the former Atomic Energy Commission; and two, the 
Chernobyl nuclear power plant accident. In both cases, people were exposed to Iodine-13 1 and 
otiher radionuclides for reasons beyond their control and, for many individuals, without their 
knowledge. The Department recognizes as understandable and legitimate the frequently 
expressed concern that the exposed populations in both cases may be at higher risk of diseases of 
the thyroid, particularly cancer. 

The National Cancer Institute is the appropriate organization to direct rcscaich toward resolving 
this concern. It has the requisite expertise and experi^cc. In particular, its staff includes leading 
intexnatioDai authorities on radiation epidemiology and radiation dosimetry. 

You have raised important questions about our response to Public Law 97-414, which directed 
the Department to “(1) conduct scientific research and prepare analyses necessary to develop 
valid and enable assessm«its of die risks of thyroid cancer that arc associated with th>Toid 
doses of Iodine 131; (2) conduct scientific research and prepare analyses necessary to develop 
valid and cnxiiblc methods to estimate the thyroid doses of Iodine 1 3 1 that arc received by 
individuals from nuclear bomb fallout; and (3) conduct scientific research and prepare analyses 
necessary to develop valid and credible assessments of the exposure to Iodine 131 that the 
American people received from the Nevada atmospheric nuclear bomb tests NCI clearly 
took too long to complete the study. We have learned important lessons about use of rtssourccs 
and the setting of prusiities as a result of our c5q>cricncc with the Iodiue-13 1 study. The 
Department will review its procedures for tnoniteiing such major studies, and where necessary, 
will institme reforms to ensure that we do not repeat the experience of tihe lodme-131 study. 

As you know, the Institute of Medicine (lOM) reviewed the NCI study and recently issued its 
own report, lOM assessed the soundness of NCI’s analyses and assumptions and its estimato of 
risk of thyroid disease from Iodine- 1 3 1 fallout lOM also analyzed the issues associated with 
po{Hilation-based screening for thyroid cancer and the challenges associated with providing clear 
useful information about the risks of both radiation and screening to those* who have been 
< 3 cpo 5 cri. We are currently studying IOM*s report so that the Department can be responsive to its 
findings. 
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I call your attention to the fact diat lOM did not recommend populadon-baiKd screenix^ for 
people e}q>osed to radiation fidlout Testimony eariier today from die Agency for Toxic 
Substances and Disease Registry (ATSDR), however, indicates that it reconunends medical 
monitoring for people expKssed to radiation from the Hanfrard nuclear reactor. In his testimony. 

Dr. Johnson of ATSDR compared his agency’s recommendation with the lOM findings. He 
correctly noted that ATSDR and the NCI studies differ considerably with regard to 
circumstances, xnediodology, outcomes, and requirements. 

On their face, the ATSDR and lOM conclusions do not appear to be in confiict However, the 
Department will review policies and practices at fixe Centers for Disease Control and Prevention 
(CDC), ATSDR, and NCI to identify significant differences, if any, in their respective 
sqiproaches to dose reconstruction and determinations regarding the need for and feasibilify of 
population-based screening or medical monitoring. If we find any differences that wc believe 
Jeopardize the Department’s ability to be protective of the public healfri, we will initiate 
corrective action. 

The ongoing NCI study of the Chernobyl disaster is a unique opportunity to examine the effects 
of radiation on people. Wc have confidence that the Institute is on course toward identifying 
proper cohorts, estimating exposure, and assessing risks of disease. 

The Department is aware of the difficulties of conducting such research in countries that had 
been part of the former Soviet Union. The science of epidemiology is not as uniformly well 
developed there as here; in many cases, resources and ejqicricncc lag far behind those available 
in the United States; and a major intemalxonal study in an area of the world friat is 

experiencing significant political and economic instability is a difficult undeztakmg. As a 
consequence, I do not think we should judge the progress of the Chernobyl study using the same 
standards that we would <q>ply to a study conducted in the United States. 

Nevertheless, the Subconunittee has raised several important management issues related to the 
Chernobyl research. Because this research is so important and, we hope, the only opportunity we 
ever have to study such exposure to human beings, die Department wants to be certain that the 
Chernobyl woA is done as effectively and efficiently as possible. We recognize the concerns of 
the Subcommittee, and we take dicm seriously. I will work with NCI staff to arrange for an 
independent review of die Chernobyl project to identify any problems associated with the way 
the work is planned, organized, conducted, and overseen. 

Our plan to an independent review docs not mean we lack confidence in NCI. To die 
conHary, vw believe NCI is the right place to conduct this research; end we are intend iqion doing 
everyfting reasonable toward ensuring ttat the project remains appropriately oriented and 
proceeds as ei^cditiously as circumstances allow. We will await tUc outcome of the mdependent 
review with an open mind. 

Thank you for the opportunity to testify today. 
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on hwwflgpfloiw 


EXHDrr« 2 

TIMELINE OF EVENTS 

NATIONAL CANCER INSTITUTE’S 1-131 REPORT 


December 1950: 
1951- 1958: 


August 1963: 
January 1983: 


April 1987: 


1984-1990: 


October 1990: 


1992: 


1990-1993: 

1992-1995: 


September 1993: 


Nevada Test Site (NTS) established by order of President Truman. 

Atmospheric testing of Nuclear Bombs begins at the Nevada Test Site. 
Approximately 97 atmospheric tests were conducted between 1951-1958. 

Limited Nuclear Test Ban Treaty signed, ending atomospheric testing. 

P.L. 97-414 enacted. Section 7(a) directed HHS to conduct a study of the 
exposure, dose, and risk to the American people of thyroid cancer from 
exposure to Iodine 1 3 1 as a result of above ground nuclear testing in 
Nevada. Responsibility for implementing the study delegated from HHS 
to the National Cancer Institute. 

Court finds plaintiffs suffered damage from Nevada testing, but holds U.S. 
Government not liable for damages due to its "discretionary function" 
immunity. 

NCI develops substantive scientific data on dose and exposures. 
Preliminary results indicate that much higher doses of radioactive iodine 
were received nationwide than previously known. The data indicated that 
doses on the east coast were comparable to those in Nevada and Utah. 

In response to court actions, Congress enacts the Senate’s Radiation 
Exposure Compensation Act, providing that in certain specified 
circumstances individuals exposed to testing fallout in states near the site, 
Nevada, Utah and Arizona only, could receive compensation. 

NCI writes a draft report to Congress stating that the dose and exposure 
aspects of the study are complete and will be forwarded to Congress 
during 1992. 

Final draft of NCI report with maps and data for individual counties 
completed, but not published. 

Annual Reports of the NCI Division of Cancer Etiology state each year 
that "Activities [pertaining to dose and exposure] have been completed 
and a final report has been prepared." 

Advisory Committee for the Fallout Study disbanded. 


1994: 


Completed draft report given to NCI Branch Chief overseeing study. 
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May 1996: 


April 1997: 


October 1997: 


A federal advisory committee. The Advisory Committee on Energy- 
Related Epidemiologic Research (ACERER) requests NCI to provide 
information regarding the study. After three separate inquiries, response 
finally received in March 1997, stating the technical component is 
complete and NCI plans to publish the report during fiscal yearl997. 

Senator Daschle’s office makes inquires about progress of the study. NCI 
Director Richard Klausner teams of delays in issuing report, and orders a 
full-scale effort to finalize and publish report. 

NCI issues fallout study fourteen years after it was started. The published 
study addressed only 2 of the 3 issues mandated by Congress, failing to 
assess the risk to public health from the fallout. 
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SUMMARY 


From 1951 to 1962, the United States government conducted 100 atmospheric (above 
ground) nuclear bomb tests' at the Nevada Test Site established by President Truman in 1950.^ 
The vast majority of atmospheric tests (97) were condueted between 1951 and 1958.^ As a result 
of the tests, radioactive iodine, referred to as "Iodine 131," (1-131) was released into the 
atmosphere. Once in the atmosphere, the 1-131 was transported by prevailing winds until it was 
deposited on the ground by precipitation. 

1-13 1 is a radioactive isotope with a short half life (8 days). When ingested by humans, 1-. 
131 can concentrate in the thyroid gland, which uses iodine to produce hormones. It is an 
established fact that some 1-131 made its way into the human diet during the 1 950s when cows 
and goats ingested 1-131 that had been deposited on soil and in plants and then produced milk for 
human consumption. Thyroid doses from [-131 intake is most dependent upon the size of the 
thyroid gland and the amount of milk consumed. Therefore, children, who have small thyroids 
and tend to drink a lot of milk, are most susceptible to receiving high doses of I- 1 3 1 . The most 
troubling form of human consumption of I-I3I occurred when children in the 1950s drank 
unpasteurized milk, which had higher concentrations of I- 1 3 1 than pasteurized milk. This 
consumption was particularly troubling because children drank a significant amount of 
unpasteurized milk at that time. 

What was not known at the time, however, was the extent or full effect of the radiation 
exposure imposed on American children or the American population at large. The 
Subcommittee s hearing will explore how the federal government conducted an important 
research project to answer that question. 

In 1983, Congress mandated the Department of Health and Human Services ("HHS") to 
conduct a smdy to determine exposures and doses resulting from the release of 1-131 from U.S. 
atmospheric weapons testing at the Nevada Test site, and assess the risk of thyroid cancer 
associated with doses of 1-131. Fourteen years later, on October 1, 1997, HHS’s National Cancer 
Institute (NCI) issued its study, entitled "Estimated Exposures and Thyroid Doses Received By 
The American People From Iodine 131 in Fallout Following Nevada Atmospheric Nuclear Bomb 
Tests." Although the study was essentially completed in 1992, it was not released until 1997, 
and even then, it failed to address one of the crucial Congressional mandates: the public’s risk of 


' National Cancer Institute report, "Estimated Exposures and Thyroid Doses Received by the American 
People from Iodine-131 in Fallout Following Nevada Atmospheric Nuclear Bomb Tests, October 1997" (hereafter 
referred to as "the 1-131 study", or "the NCI study"), pp. 2.2, 2.8 and 2. 1 0. 

' Fradkin, Philip, L., Fallout - An American Nuclear Tragedy . Tucson: the University of Arizona Press 
1989, pp. 92-93. 

' The 1-131 study, p. 2.2. 
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thyroid cancer associated with doses of 1-131. 

The report contains data that raise serious questions about the delay in its publication: 

* High levels of fallout were not limited to those areas near the test site in Nevada. 
In a number of areas of the U.S., including the northern plains, the Midwest and 
Northeast, individuals received doses of 1-131 to their thyroid that were 
comparable to, and in some cases exceeded, the doses received by citizens living 
near the test site itself.* 

* Americans across the nation received doses of radiation at levels that were much 
higher than previously believed.^ It is estimated that 3.5 million children may 
have received an average cumulative dose of 1 0.3 rads of Iodine 131® and that 
some children may have received cumulative doses as high as 100 rads.’ 


* The 1-131 study, pp. ES 2 and TS. 10. See, also, the maps of eslimated thyroid doses in Chapter 8, 
"Estimated Thyroid Doses Resulting from Atmospheric Bomb Tests Conducted at the Nevada Test Site." 

Table 1 . 1 , p. 29, Committee on Thyroid Screening Related to 1-131 Exposure, Board on Health Care 
Services, Institute of Medicine and Committee on Exposure of the American People to 1-131 from the Nevada 
Atomic Bomb Tests, Board on Radiation Effects Research , Commission on Life Sciences, National Academy of 
Sciences, "Exposure ofthe American People to Iodinc-131From Nevada Nuclear-Bomb Tests: Review of the 
National Cancer Institute Report and Public Health Implications," National Academy Press, 1998. Hereafter 
referred to as "the NAS report". Table 1 . 1 is included with this report as ATTACHMENT 1 . 

* In 1959, the AEC estimated that if an adult consumed a quart of milk per day, the annual dose of 1-131 to 
the thyroid would be approximately 37 millirads. (.037 rads). The dose to a child was estimated to be 10 to 15 times 
higher (.37 to .555 rads). "Discussion of Dosage from Short-Lived Isotopes in Worldwide Fallout, Submitted by the 
AEC" in "Hearings before the Special Subcommittee on Radiation of the Joint Committee on Atomic Energy, 
Congress of the United States, Eighty-Sixth Congress, First Session, on Fallout from Nuclear Weapons Tests," May 
5,6,7 and 8, 1959, Volume 2, pp. 1806-1807. Thus, over the 10 year testing period, it would be expected that a child 
would receive a cumulative dose of 3.7 to 5.5 rads. 

‘ Data on the numbers of individuals in various age groups estimated to have received certain average 
cumulative doses are presented in Memos to Dr. Richard Klausner, Director, National Cancer Institute, from Dr. 
Charles Land, Ph.D., Health Statistician, DCEG/EBP/REB, "Calculation of lifetime thyroid cancer risk for an 
average thyroid dose of 0.02 Gy from L-131 in fallout (corrected),", December 18, 1997; "Uncertainty of estimated 
thyroid cancer risk related to L-13 1 fallout from the Nevada Test Site: Correction of my memo of September 23, 
1997, and some related developments", December 19, I997(attachmenl U] to first memo); and "Calculation ofthe 
Estimated Lifetime Risk of Radiation-Related Thyroid Cancer in the U.S. Population from NTS Fallout. (Presented 
at the NAS/IOM advisory committee meting, 12/18/97“ (attachment U2 to first memo). Hereafter referred to as 
"Land memos." ATTACHMENT 2. The average thyroid doses for various age groups used in the Land analysis 
were developed by Dr. Andre Bouville, primary author of the I- 1 3 1 report, based on data generated in the study. 
However, the average doses for various age groups do not appear anywhere in the report. 

^ Statement of Dr. Richard Klausner, Hearing before the Subcommittee on Labor, Health and Human 
Services, and Education, and Related Agencies, Committee on Appropriations, United States Senate, "Radioactive 
Fallout From Nuclear Testing At Nevada Test Site, 1950-60," 105* Congress, 1“ Session, S. Hrg. 105-180, October 
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* NCI has since estimated that 1 1 ,000 to 2 1 2,000 people may develop thyroid 
cancer from the weapons test fallout.* 

The Subcommittee staff reviewed NCI’s management of the study. That review has 
identified important issues related to governmental openness and effective management of 
radiation health effects research. 

* The publication of the study was delayed for at least 4 years and perhaps longer. 
NCI failed to meaningfully assess and adequately inform the American people of 
the impacts of the fallout from the weapons tests, 

* The NCI study was plagued by mismanagement, lack of internal oversight and a 
lack of public participation and opeiuiess. 

* The NCI is currently having similar problems managing the U.S. government’s 
participation in critical studies of the health impacts of the Chernobyl accident. 
Those studies could provide more information on the risk posed by radioactive 
iodine fallout. 

* HHS does not have any Department-wide policies or guidelines governing the 
conduct of sensitive studies related to radiation health effects research, even 
though its agencies now perform many of those studies for the government. 

The major objectives of the hearing are: 

* To better inform the American public of how they were affected by the fallout 
from the nuclear weapons tests at the Nevada Test Site and what public health 
issues are raised by those impacts. 

* To review the NCI’s management of the 1-131 study and related studies on the 
health impacts of the Chernobyl accident. 

* To seek a commitment from HHS to establish agency-wide guidelines for 
radiation research that will open studies to public involvement and that are 
directed toward public health goals. 


1, 1997, pp. 8 and 12. 

* Land memos. ATTACHMENT 2. 
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BACKGROUND 


In the area of nuclear weapons testing, the federal government has a long history of not 
providing important health information to the American public in a timely fashion. In the 1950's 
and early I960's, a very large number of Americans, especially children and infants, were put at 
risk by radioactive fallout from atmospheric nuclear weapons tests conducted by the federal 
government. There is substantial evidence that throughout the testing period the federal 
government strongly suspected, or knew, that the tests would yield radioactive fallout at levels 
that could pose a health threat to American citi^ns. Yet, the public was not alerted in advance of 
the tests or warned to take precautionary measures. For many years after the tests the 
government did not study or reveal the possible impacts of the tests on the American public. 

Fall Out From Testing in the 194Qs 

As early as 1945, the government was aware that fallout from atmospheric nuclear tests 
could travel far from the site of a detonation. When the first nuclear bomb was detonated in New 
Mexico in July 1945, fallout was quickly detected 200 miles from the detonation site.’ This 
discovery resulted in a memo from the project’s chief of radiological safety recommending that 
future tests be conducted at least 150 miles from civilian populations.’® Shortly thereafter, 
fallout from the 1945 test was detected in Indiana, over 1 ,000 miles from the test site. This 
fallout was discovered when the Eastman Kodak Company received complaints of "fogged" 
x-ray film. The film was packed in material made from com husks at a plant in Indiana. An 
investigation determined that the film was fogged because the com husks contained radioactive 
material derived from an atomic explosion." 

Establishment of a New Test Site In Nevada 


At this time, the federal government was seeking a new location to conduct additional 
nuclear testing. As part of those deliberations, a U.S. Air Force meteorologist recommended to 


’ Col. Stafford L. Warren, Chief of Medical Section, Manhattan District, July 21, 1945, memorandum to 
Major General Groves, "Report on Test 11 at Trinity, 16 July 1945," pp. 2-3. ATTACHMENT 3. See also, 
Ortmeyer, Pat and Makhijani, Arjun, "Worse Than We Knew," The Bulletin of the Atomic Scientists. Nov.-Dee. 
1997 issue, p. 47. ATTACHMENT 4. 

Ibid. 

Ortmeyer & Makhijani, "Worse Than We Knew," p. 47. ATTACHMENT 4. See also, U.S. Atomic 
Energy Commission January 17, 1952, report by the Director of Military Application, Summary of Relations 
Between The AEC And The Photogratrfiic Industry Regarding Radioactive Contamination From Atomic Weapon 
Tests. From January Through December 1951 . ATTACHMENT 5. Sec also. Testimony of Senator Tom Harkin, 
Hearing before the Subcommittee on Labor, Health and Human Services, and Education, and Related Agencies, 
Committee on Appropriations, United States Senate, "Radioactive Fallout From Nuclear Testing At Nevada Test 
Site, 1950-60," 105'^ Congress, 1* Session, S. Hrg. 105-180, October 1, 1997, p. 3. 
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the government that the new site be located on the east coast. The proposed testing, like the 
testing in 1945, would release radioactive material into the atmosphere which would then travel 
hundreds, even thousands, of miles depending on prevailing winds. The meteorologist stated 
that the exposure to the population would be minimized by an east coast site "because the United 
States is predominantly under the influence of westerly winds." Despite this recommendation, 
the government established its new test site in Nevada on December 18, 1950.'^ Although in a 
sparsely populated area, the Nevada site was proximate to U.S. weapons laboratories and 
therefore beneficial in accelerating the pace of the weapons development program.'* 

Government Provides Selective Warnings To Industry Leaders 

During the atmospheric test explosions from 1951 to 1958, the government was alerted to 
the fact that weapons testing fallout was affecting certain products throughout the country and 
decided to provide advance warnings of the tests to leaders in the photographic film industry. 
After the first test at the Nevada Test Site (“NTS") in January 1951, Kodak again experienced 
problems with fallout - - this time at its company headquarters in Rochester, New York. 
Apparently, a heavy snowstorm deposited large amounts of radiation causing company geiger 
counters to display readings 25 times above normal. Complaints and threats of a Kodak law suit 
against the Atomic Energy Commission ("AEC") resulted in the government agreeing to give the 
company advance warning of future tests, including expected distribution of radioactive material 
in order to anticipate local contamination. Not only was Kodak warned, but the photographic 
film industry received warnings about fallout. The AEC provided the industry with maps and 
forecasts of potential contamination and fallout distributions, enabling the companies take 
necessary precautions." 

Unfortimately, although the AEC decided to notify the photographic industry, it failed to 
warn dairy farmers and other citizens of the United States of their exposme to fallout, thereby 
precluding the American population, especially those families with children who drank 
unpasteurized milk, from taking precautionary measures to safeguard their health. 

In the mid-1950s, agricultural interests also complained about the effect of radiation on 
sheep located near the Nevada Test Site. Following nuclear bomb tests in 1953, approximately 


" Colonel B.G. Hoizman, USAF Staff Meteorologist, April 21, 1948 memorandum to Admiral Parsons, 
"Subject: Site for Atom Bomb Experiments." ATTACHMENT 6. 

'' Fradkin, p. 93. 

Dean, Gordon E., "Location of Proving Ground for Atomic Weapons - Selection of a Continental 
Atomic Test Site," Report by the Director of Military Application, December 13, 1950, p. 5. ATTACHMENT 7. 
See also Ortmeyer and Makhijani, "Worse Than We Knew," p. 46. ATTACHMENT 4. 

U.S. Atomic Energy Commission. Twenty-first Semiannual Report of the Atomic Energy Commission . 
January 1957, pp. 210-211. ATTACHMENTS. 
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12% of the entire ewe population and 25% of the entire lamb population in the area of the 
Nevada Test Site died.'^ Upon investigation, veterinarians and the AEG found signs of radiation 
exposure, leading one investigator to reportedly comment, "these sheep are hotter than a two 
dollar pistol."*^ However, the final report published by the AEG in 1954 concluded that the 
losses and damages suffered by the sheep were not caused by radiation. The representations 
made by the government in the case were later found to be fraudulent by a federal district court 
in 1982.'* 

Government Knowledge of Health Effects on Humans 

In addition to evidence that established that weapons testing released radioactive material 
that often traveled a great distance before being deposited on the ground and that the deposits had 
affected film and animals, the government also had evidence as early asl953 that these deposits 
affected the production of milk. Studies at the time warned that these deposits posed troubling 
health risks to children because of their milk consumption and their small thyroids, which 
resulted in high concentrations of 1-131 in their thyroids.’’ 


“ House Subcommittee on Oversight and Investigations, Committee on Interstate and Foreign Commerce, 
Committee Report, "The Forgotten Guinea Pigs - A Report on Health Effects of Low-Level Radiation Sustained as a 
Result of the Nuclear Weapons Testing Program Conducted by the United States Government," 96“' Congress, 2"“ 
Session, Committee Print 96-IFC 53, August 1980, p.3. 

” Testimony of Jack Pace before the House Subcommittee on Oversight and Investigations, Committee on 
Interstate and Foreign Commerce, Committee Report, "The Forgotten Guinea Pigs - A Report on Health Effects of 
Low-Level Radiation Sustained as a Result of the Nuclear Weapons Testing Program Conducted by the United 
States Government," 96* Congress, 2*“ Session, Committee Print 96-lFC 53, August 1980, p.5. 

'* In a 1 955 legal case, sheep owners brought suit against the federal government, alleging that the nuclear 
tests damaged their herds. At the trial, the court noted that, "the Government was negligent in monitoring the tests 
In view of the presence of sheep herds in areas likely to be affected, ..there were no advance warnings given or other 
precautions taken to safeguard the herders or their sheep.. .and the Atomic Energy Commission did not attempt to 
ascertain the location of the sheep with or without reference to any prospective pattern of fallout dependent upon 
winds." However, based on testimony presented, the court found that the amount of radiation the sheep were 
exposed to did not cause the damage, and found in favor of the government. After additional information was 
uncovered in the 1970s, a district court in 1982 found that the government had acted fraudulently in presenting 
evidence in the 1955 case. Bulloch v. United States . 145 F. Supp. 824 (D. Utah 1956). vacated. 95 F.R.D. 123 
(D. Utah 1982). rev'd. 763 F.2d 1115 f 10* Cir. 1985). 

” Among the studies that alerted the government to the contamination of milk from nuclear testing fallout 
were: a 1953 study conducted by the Hanford Nuclear Reservation regarding milk from sheep that had been fed 
1-131 pellets. This study concluded that similar iodine levels in cow's milk suggested that 1-131 would be found in 
dairy products, such as skim milk, cottage cheese, and whey. Also In 1953, the Public Health Service obtained milk 
samples in St. George, Utah for analysis. However, the sample was taken from a carton of milk purchased at a 
store, rather than from a local dairy or farm. Most of the residents of that area during that time drank milk from 
backyard cows or neighboring farms. According to a Public Health Service Fallout Monitor, the testing procedure 
for milk samples was flawed because the milk was treated with perchloric acid to remove organic residue, and such 
oxidating techniques eliminated iodine. Ortmeyer & Makhijani, "Worse Than We Knew," pp. 48-49. 
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In fact, in 1954, an AEC report recommended that in order to reduce radioactive deposits, 
nuclear tests be concentrated in the late fall - - a season in which storms (and therefore 
precipitation) were traditionally least likely to occur. However the recommendation was mostly 
ignored.^® 

Another example of the government’s knowledge of the danger of fallout from nuclear 
testing appeared in Stewart Udall’s book, "The Myths of August." According to Mr. Udall, Dr. 
Norris Bradbury, director of the government’s Los Alamos Laboratory, took specific actions to 
protect his family and grandchildren from the Nevada Test Site fallout, going so far as to provide 
safety tips to his family to avoid exposure and provide them with transportation out of the area at 
certain times.^* 

In 1979, plaintiffs sued the United States, alleging that the radioactive fallout from the 
Nevada Test Site had resulted in health injuries to "downwinders" (those individuals who were 
downwind from the Nevada Test Site). The district court held that the United States negligently 
"failed to adequately warn" off-site residents of known or foreseeable long-range biological 
consequences to adults and to children from exposure to fallout radiation from open air atomic 
testing; failed to measure adequately and concurrently with open air atomic testing the actual 
fallout near the test site on a person-specific basis; and failed to adequately warn communities 
during the testing of ways to prevent long-range biological consequences of exposure to fallout.^^ 
In 1987, the Tenth Circuit reversed this holding, finding that the AEC was protected from 
liability by the government’s discretionary function exception. 


ATTACHMENT 4. In 1962, Dr. Harold iCnapp with the AEC Division of Biology and Medicine, Fallout Studies 
Branch, produced a report, "Iodine 13 1 In Fresh Milk And Human Thyroids Following A Single Deposition of 
Nuclear Test Fallout." The report indicated that after the 1953 NTS Harry shot, "The associated doses to an infant 
thyroid would be in die range of 120-440 rads..." Initially the AEC attempted to suppress the repMt, but eventually 
released it on June 1, 1963. 

” Ortmcyer & Makhijani, "Worse "nuui We Knew," p. 49. ATTACHMENT 4. 

Udall wrote: "In 1962, members of Norrb Bradbury’s family were ‘living under’ fallout in a dangerous 
c<HTidor of the downwind zone at Zi<m National Park, due east of St George [Utah]. His son, a park ranger, his 
pregnant daughter-in-law. and his first grandson, age two. resided in a canyon near the park . Bradbury surely knew 
that small children - and e^>ecially embrycmic children in utero • were exceptionally vulnerable to the impacts of 
low-level radiation. As a result he made a special trip to Zion and took action to protect his grandchildren. He 
showered die parents with safety tips (‘Keep them indoors on windy days.. .don’t let them eat snow,’ etc.) And 
IMovided airline tickets to his daughter-in-law so she and her son could visit relatives during the month-long 1962 
tests. N^ris Bradbury behaved as a concerned grandparent should have - but the acts he performed in secret to 
protect his family attest that the brnnb testers knew the downwinders faced dangers...." (Udall, Stewart L. . The 
Myths of August. New Brunswick, New Jersey, Rutgers Unimsity Press, 1 998, pp. 248-249.) 

” Allen v. United States. 588 F. Supp. 247 (D. Utah 1984). lev’d 816 F.2d 1417 flO* Cir. 1987) 
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The Government’s Continued Failure To Provide The Public With Information 


The government’s failure to inform the public of the known health risks from the Nevada 
Test Site during the 1950s and 1960s was examined by the U.S. House of Representatives 
Committee on Interstate and Foreign Commerce, Subcommitt^ on Oversight and Investigations 
in 1980. The Committee issued a report, "The Forgotten Guinea Pigs,” summarizing the facts 
and findings of four Subcommittee hearings conducted from April 19 through August 1, 1979. 
Testimony received, and documentary evidence brought forth at the hearings revealed an 
alarming indifference on the part of government officials regarding the health of those 
individuals exposed to radiation from the nuclear tests. Indeed, their actions went beyond 
indifference as they failed to notify the public of precautionary measures to protect themselves, 
minimized estimated radiation doses, and concealed the true dangers of the exposures received. 

Among the findings of the report are: 

• As early as 1953, the government was aware of the potential health hazards posed 
to humans by the internalization of radionuclides absorbed through the food chain 
system. 

• The government failed to take measurements of milk contamination by 
radioisotopes, upon which to establish safety standards for internal exposures, 
until 1957. Moreover, the government refused to alter the levels subsequently set 
for internal radiation exposure even after a 1963 scientific report concluded that 
the government’s original assessment of the hazard was far too low. 

• The government disregarded personal reports of radiation-related illnesses, which 
demonstrated potentially higher radiation levels than those actually measured by 
the government’s monitors. 

• The government publicly espoused the safeness of the atmospheric nuclear testing 
program and refrained from alerting the public to the known or potential health 
hazards associated with exposure to radioactive fallout.^^ 


“ House Committee On Interstate and Foreign Commerce, Subcommittee on Oversight and Investigations 
report • "The Forgotten Guinea Pigs - A Report On Health Effects of Low-Level Radiation Sustained As A Result of 
the Nuclear Weapons Testing Program Conducted by the United Slates Government,’' 96* Congress, 2"^ Session, 
Committee Print 96-IFC 53, August 1980, pp.l7-|g. 

Peter Libassi, former General Counsel for the Department of Health and Human Services, testified that "the 
press releases which were fmally issued [by the AEG) did not contain the information and warnings and concerns 
and questions that were already emerging.... During the late 1950s and 1960s there was increasing evidence that 
these levels of radiation were not safe. Despite this growing evidence, there seemed to be a reluctance or 
unwillingness to share with the American people the fact that there were growing questions about the safety of low 
levels of radiation. There seemed to be an unwillingness to address those issues, to pursue the research, and to 
disclose the information to the public... The American people were not informed of the evidence that was gathered 
during the 1950s and 1960s on the health effects of radiation from these atmospheric nuclear tests." ("Health 
Effects of Low-Level Radiation," Joint Hearings before the House Subcommittee on Oversight and Investigations of 
the Committee on Interstate and Foreign Commerce and the Senate Subcommittee on Health and Scientific 
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Based on infonnation derived from congressional hearings in the 1970s, the plaintiffs 
who had brought action in 1 953 for damage to their sheep asked the court to reconsider its 
opinion about the radioactive damage done to the sheep in the Nevada Test Site area. The judge 
found by clear and convincing evidence that the government’s denial of the health effects of the 
testing in the 1950s "amounted to a species of fraud on the court" done "to advance the 
perceived interests of the United States in the unimpeded testing of nuclear weapons and to 
prevent this program from being needle^ly interfered with or embarrassed by judicial action. 

Finally, congressional testimony in 1997 reaffirmed the government’s longstanding 
unwillingness to provide information about the public health risks associated with weapons 
testing. Dr. Joseph Lyon, a professor of family medicine at the University of Utah, was the 
principal investigator for a study in the 1980's examining the health impacts of atomic fallout on 
Utah citizens. Dr. Lyon compared the government’s treatment of two studies: one on leukemia 
and another on thyroid cancer. Lyon testified that the results of the leukemia study, known by 
the government in 1964, found "about a threefold excess of cancers among children who were 
under age 19 living in these two southwestern counties." In contrast. Dr. Lyon testified that a 
poorly done thyroid study found no adverse health affects. Dr. Lyon testified that the leukemia 
study was "buried in the files of HHS after a high level meeting at the White House because of 
its impact" whereas the thyroid study was published, highlighted, and used to reassure the 
citizens of Utah. 

Dr. Lyon concluded that: 

The principles [governing the government’s treatment of radiation research] were as 
follows: suppress any data that suggests a positive association between exposure and 
subsequent cancer and mask your motives by stating that you do not want to unduly 
alarm the people who were exposed. Cite only studies that found no association to 
reassure people that their health concerns are groundless. And finally, do everything 
possible to make sure that no further scientific studies will be done that might contradict 
your position. When you can’t suppress findings of adverse effects from NTS fallout, 
publicly label the results as inconclusive, knowing full well that the investigators cannot 
counter your ‘spin.’^^ 


Research of the Committee on Labor and Human Resources and the Committee on the Judiciary, 96* Congress, 1" 
Session, serial Nos. 96-41 and 96-42, April 19, 1979, pp. 99-100.) 

” Bullock v. United States. 95 F.R.D. 123 (D. Utah 1982), rev’d, 763 F.2d 1115 (10* Cir. 1985). 

“Testimony of Dr. Joseph Lynn Lyon, Hearing before the Subcommittee on Labor, Health and Human 
Services, and Education, and Related Agencies, Committee on Appropriations, United States Senate, "Radioactive 
Fallout From Nuclear Testing At Nevada Test She. 1950-60." 105* Congress, 1" Session, S. Hrg. 105-180, October 
1, 1997,pp. 17-23. 
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II. THE NCI 1-131 STTIDY 


In 1983, in response to mounting public concern over possible health impacts of the 
testing program, Congress mandated that the Department of Health and Human Services (HHS) 
conduct a study to examine the extent of exposure, dosage, and risk to the American public due 
to 1-131 fallout from above ground nuclear testing conducted at the Nevada Test site. 
Specifically, Section 7(a) of P.L. 97- 414, the Orphan Drug Act, directed the Secretary of HHS 
to: 


(1) conduct scientific research and prepare analyses necessary to develop valid and 
credible assessments of the risks of thyroid cancer that are associated with thyroid doses 
of Iodine 131; 

(2) conduct scientific research and prepare analyses necessary to develop valid and 
credible methods to estimate the thyroid doses of Iodine 1 3 1 that are received by 
individuals from nuclear bomb fallout; and 

(3) conduct scientific research and prepare analyses necessary to develop valid and 
credible assessments of the exposure to Iodine 1 3 1 that the American people received 
from the Nevada atmospheric nuclear bomb tests. 

HHS delegated the responsibility to NCI, where it was assigned to NCI’s Low Level 
Radiation Effects Branch (REB). The project was headed by the Chief of the REB, Dr. Bruce 
Wachholz. NCI initially convened an ad hoc panel of experts to conduct the study. In addition, 
a number of technical consultants were hired to assist the REB and the panel. 

The first meeting of the panel was held on September 6 and 7, 1 983. In 1 984, the Ad Hoc 
Committee was established as a formal Advisory Committee. The Chief of the REB served as 
chairman of the ad hoc panel and the subsequent Advisory Committee. The Advisory Committee 
created three task groups to develop assessments of: (1) the amount of radioactive iodine 
deposited around the country; (2) the amount of exposures suffered by citizens around the 
country; and (3) the risk to humans from 1-13 1 exposures. To develop its estimates, the NCI 
used test data available to estimate the amount of radiation released into the atmosphere. The 
weather patterns at the time of testing were studied and, using data available from approximately 
100 monitoring stations that were operated during the time of testing, an estimate was made of 
the amount of radioactive iodine that was deposited into the food chain around the country. The 
study also relied on data that showed that human exposure primarily resulted from fallout being 
deposited on pasture grass, concentrating in milk from cows and goats and being ingested by 
humans. Through this process the NCI estimated doses to citizens from the fallout. 

On October 1 , 1 997, the NCI released a partially completed report - fourteen years after it 
was mandated by Congress. The report addressed two of the three issues included in 
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congressional mandate: those related to 1-131 exposures and thyroid doses. The report reveals 
that the fallout &om the above ground nuclear weapons tests was more widespread, and the doses 
of radiation received by the public much higher, than previously acknowledged by the 
government. The manner in vMch the preparation and release of the report were handled raises 
issues of governmental openness and effective management of radiation health effects research. 
For instance, why did it take 14 years to complete and release the study? Why didn’t NCI 
address the issue of risk? Why was there no public involvement in the study? Why weren’t 
critical results shared in a complete and timely fashion with Congress and other interested parties 
who had a vital need for the information? Why did NCI management virtually ignore the study 
and fail to monitor its progress? These questions are particularly important in light of the federal 
government’s long history of withholding information from the public on these issues and in 
light of the data contained in the study. Analyses of those data raise the following issues: 

* Millions of children across the nation, including those living on the east coast, 
received doses of radiation at levels that were much higher and posed greater 
health risks than previously believed. It is estimated that 3.5 million children 
received an average cumulative dose of 10. 3 rads of radioactive iodine (1-131). 
Another 14 million children received an average cumulative dose of 6.7 rads.^^ 

* In some parts of the country the estimated doses to individuals fr’om a single 
nuclear test series (i.e., a number of individual tests, generally lasting for a period 
of a few months or less) were high enough to exceed the annual dose limit for 
children (1 .5 rads) recommended by the National Council on Radiation Protection 
and Measurements (NCRP).^* 

* NCI has estimated that 1 1,000 to 212,000 people may develop thyroid cancer 
from the weapons test fallout.” Although not addressed in the report because it 


“ See footnote 5. 

Land memos, ATTACHMENT 2. 

” After the NCRP recommended the 1.5 rad annual limit for children in 1954, the government conducted a 
test series at the Nevada Test Site (which generally lasted a few months or less) that caused I- 1 3 1 fallout so large in 
some areas of the country that the resulting estimated doses to children exceeded the recommended annual dose 
limit of 1.5 rads. See Figure 8.74 , "Estimates of 1-I31th)^id doses resulting from the test series Plumbbob (May* 
October 1957)," the 1-131 Report, p. 8.42. The sub-annexe of the 1-131 report, accessible through the NCI website 
(http:www2.nci.nih.gov/ftillout/html), enable individuals to calculate the estimated cumul^ive doses of 1-131 they 
received from all atmospheric tests, as well as from individual tets. For example, a 3 to 5 month old infant who 
lived in Denver, Colorado during the Plumbbob test series conducted between May 28 and October 7 1957, would 
have received an estimated 1-131 dose of 1.54 to 29.98 rads (wito an estimated mean of 6.80 rads). This exceeds the 
NCRP recommended limit of 1.5 rads. 

” Land memos, ATTACHMENT 2. 
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was not part of the Congressiona] mandate, there is also a question whether an 
undefined number of individuals will suffer from other thyroid diseases, such as 
hypothyroidism, as a result of the doses that they received.^® 

In total, about 150 million curies of radio iodine were released to the atmosphere 
from the nuclear weapons tests.^' This is more than three times the amount of 
radiation released fi-om the Chernobyl accident (40-50 million curies).^^ 

High levels of fallout were not limited to those areas near the Nevada test site. In 
a number of areas of the U.S., including the Midwest, the northern plains and the 
Northeast, individuals received doses of I- 1 3 1 to their thyroid that were 
comparable to, or in some instances even exceeded, the doses received by citizens 
living near the test site itself.^^ 


Statement of Jan Beyea, Ph.D, Hearing before the Subcommittee on Labor, Health and Human Services, 
and Education, and Related Agencies, Committee on A|^ropriations, United States Senate, "Radioactive Fallout 
From Nuclear Testing At Nevada Test Site, 1950-60," lOS* Con^^s, 1" Session, S. Hrg. 105-180, October 1, 

1997, pp. 28-34. 

"....Of great concern is that physicians should be alerted to watch for signs and symptoms of lesser diseases 
than thyroid cancer, namely autoimmune hypothyroidism, mild thyroiditis, and possibly hyperthyroidism incident to 
Graves disease. These diseases can be initiated by low to moderate radiation doses, the recent literature suggest, 
presenting themselves years after exposure..." 

"...The extensive data collected on people living aroimd the 1 986 Chernobyl disaster show that radioiodine 
exposures at surprisingly low doses • between zero and 30 rads, mid-point equals 1 5 rads - leads to significant 
production of antithyroid antibodies. The dose response stays fairly flat as dose increases up to a few hundred rads 
suggesting that a susceptible subgroup exists that is sensitive to low doses. Now, the presence of antibodies alone 
does not necessarily imply any diseases are yet present in this population, neither autoimmune thyroiditis, nor 
autoimmune hypothyroidism, nor autoimmune hyperthyroidism. However, the presence of elevated thyroid 
antibodies is a well-known risk factor for chronic for chronic thyroiditis and hypothyroidism." 

The 1-131 study, p. 2.20, 

Astakhova, Anspaugh, Beebe, ct. al, "Chernobyl-Related Thyroid Cancer in Children of Belarus: A 
Case-Control Study," Radiation Research, number 150, p. 349. 

” The 1-131 study, pp. ES2andTS. 10. See, also, the maps of estimated thyroid doses in Chapter 8, 
"Estimated Thyroid Doses Resulting from Atmospheric Bomb Tests Conducted at the Nevada Test Site". 

Table 1 . 1 , p. 29, The NAS report. Table 1 . 1 . ATTACHMENT 1 . 
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Estimates of Thyroid Dose for Individuab Bom on January 1, 1952 in Selected Counties 
(95% Confidence Interval) 

(Average Diet with Milk) 

Locations Around the Country 


Location 

(county/state) 

2.5 percentile 
(Rad) 

geometric mean 
(Rad) 

97.5 percentile 
(Rad) 

Wayne, Michigan 

1.3 

7.4 

41 

Fairfield, CT 

2.1 

11 

56 

St. Clair, IL 

2.6 

11 

47 

Aroostook, ME 

1.7 

10 

60 

Sedgwick, KS 

4.4 

17 

66 

Boise, Id 

1.4 

19 

260 

Meagher, Mt 

2.5 

43 

750 

Anderson, Tn 

1.8 

6.5 

23 

Washington, D.C. 

1.2 

5.0 

21 


Locations near the Nevada Test Site 


Location 

(county/state) 

2.5 percentile 
(Rad) 

geometric mean 
(Rad) 

97.5 percentile 
(Rad) 

Washington, UT 

2.5 

23 

211 

Clark, NV 

0.4 

5.5 

68 






Source: SENES Oak Ridge, Inc 

When the study and its results were released, two idditional issues were raised: 


Most of the citizens in areas removed from the test site were not advised of their 
true exposure levels and the potential risks they suffered as a result of the testing 
until 1997, even though this important information was available to NCI as much 
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as 7 years earlier.^ 

The data contained in the report and subsequent analyses of those data raise the 
issue of what type of medical intervention, if any, should be undertaken by the 
government as a result of the data on doses and projections on impacts. It is at 
this stage that the issue of harm is appropriately addressed, because each specific 
choice has consequences and the challenge is to identify the option that produces 
the most benefits ( in this case early prevention of thyroid cancer mortality and the 
alleviation of thyroid related diseases) with the least negative impacts 
(unnecessary medical interventions and the complications that result from those 
interventions). The appropriate level of assistance is currently being studied by 
HHS. At the time ofthe release of the 1-131 study in October, 1997 the NCI 
contracted with the Institute of Medicine (lOM) and the National Academy of 
Sciences (NAS)to assess the public health and medical implications of the 
findings of the report and to recommend what steps, if any, should be taken in 
response. 

In a report released on September 2, 1 998, the lOM and the NAS determined that 
a program of systematic screening for thyroid cancer based on the NCI report 
would not be advisable for several reasons: the affected population could not be 
identified and there was no direct evidence that early detection of thyroid cancer 
through systematic screening improves survival or other health outcomes because 
screening has the potential to detect non-malignant nodules which may then be 
unnecessarily removed, and the form of thyroid cancer linked to radiation 
exposures has a high survival rate when detected in routine clinical practice 
without screening. Instead of systematic screening, the lOM/NAS recommended 
that HHS focus on a program of public information and education about the 
potential impacts of 1-131 on the thyroid and thyroid cancer, the harms of 
screening, and the lack of evidence that it improves survival or health outcomes.” 


” One draft of the I- 1 3 1 report contained an Executive Summary and a Technical Summary. One page of 
the Executive Summary (page ES.l) is dated 12 July 1990. One page ofthe Technical Summary (page TS.I) is 
dated July 14, 1990. Three pages in the Technical summary which conuin maps, are undated. All other pages in 
the Executive Summary and the Technical summary contain the date June 29, 1990. Page TS.25 contains the 
following: "The highest thyroid doses, in the range from 5 to 1 12 rads, ate estimated not only for the stable 
populations in counties of states close to the NTS, like Nevada and Utah, but also for populations in counties of 
states relatively far away from the NTS. Like Arkansas, Colorado, Idaho, Kansas, Missouri, and Montana " Draft 
NCI Report. ATTACHMENT 9. 

" The NAS Report, p.ES-6. 
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III. FINDINGS OF THE 1NVF..STIGATION 

I. Researchers at the National Cancer Institute substantially delayed the release of the I- 
131 report, despite data that showed that significant numbers of children across the nation 
received doses of radiation that were much higher and posed greater health risks than 
previously believed. 

As the significance of the report’s information became clear, questions fix)m the Congress 
and the public arose as to why the NCI did not release such important information much earlier. 
The Subcommittee staff was tasked with determining why it took fourteen years for the NCI to 
complete and release the report. Publicly available information as well as individual statements 
and documentary evidence obtained in the course of the subcommittee’s review of this matter 
confirms that the report could have been released years earlier, but was delayed by the director 
of the study. 

Documents show that the report wa s essentially completed in the 1 991 /1 992 time frame 

In 1 99 1 , an interim report to Congress on the I- 1 3 1 report was drafted by NCI for 
signature by the Secretary of HHS and transmittal to Congress. In the 1991 report, the Project 
Director - - Dr. Wachholz - - wrote: 

In summary, a final report on all aspects of Public Law 97.414 Section 7(a) except for an 
estimate of the risk of thyroid cancer in persons exposed to lodine-1 31 is expected to be 
transmitted to the Congress in 1992. The possible availability of credible data to provide 
a risk estimate is not expected for another 2.4 years, and a report addressing this issue 
will be submitted as soon as the Working Group is of the opinion that it is reasonable and 
appropriate to provide a valid and credible estimate." 

Annual reports by the NCI’s Division of Etiology indicated that the MSI report would 
be published around 1993. 

The FY 1 992 Aimual Report stated: 

Activities associated with [estimates of exposures and doses received by the public] have 
been completed during the present reporting period, and final reports will be submitted 
during the next reporting period.” 


“ Draft "Interim Report of the Working Group for Thyroid/Iodine- 1 3 1 Assessments Section 7(a) of the 
Orphan Drug Act, Public Law 97.414, 1991," p. 5. ATTACHMENT 10. 

Annual Report of Radiation Effects Branch, Chemical and Physical Carcinogenesis Program, Division 
of Cancer Etiology, National Cancer Institute, October 1, 1991 through September 30. 1992". Division of Cnnmr 
Etiology 199 2 Annual Report, p. 1 178. ATTACHMENT II. 
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The FY 1993 Annual Report stated: 

Activities associated with [estimates of exposures and doses received by the public] have 
been completed during the present reporting period and a final report has been prepared.” 

The FY 1994 Aimual Report stated: 

Activities associated with [estimates of exposures and doses received by the public] have 
been completed during the present reporting period, and a final report has been reviewed 
prior to printing.” 

The language on the status of the report in the FY 1995 Annual Report is identical to the 
language in the FY 94 Annual Report, but again the 1-131 report was not issued,^ No aimual 
reports were issued after 1995.*' 

Even the Advisory Committee and task groups established to develop methodologies and 
produce data for the report were disbanded in the early 90’s. The I-131Advisory Committee, 
specifically created to assist in the production of the I-l 3 1 report, was abolished in 1 993 . The 
NCI provided the following rationale for the abolition of the Committee: 

Because the charge to the Committee has been appropriately addressed in the conduct of 
its business, and because its significant accomplishments are now a matter of record, it is 
recommended that the committee terminate on the prescribed date. [September 15, 

1993]“ 

The Project Director informed the Subcommittee staff that the abolition of the 1-131 
Advisory Committee was part of a government - wide effort to reduce the number of advisory 
committees. Dr. Wachholz stressed he was not consulted about the decision to abolish the I- 1 3 1 


'* "Annual Report of Rarliatton Effects Branch, Chemical and Physical Carcinogenesis Program, Division 
of Cancer Etiology, National Cancer Institute, October 1, 1992 through September 30, 1993", Division of Cancer 
Etiology 1993 Annual Report p. 1180. ATTACHMENT II. 

” "Annual Report of Radiation Effects Branch, Chemical and Physical Carcinogenesis Program, Division 
ofCancerEtiology.NationalCancer Institute, October 1, 1993 through September 30. 1994". Division of Cancer 
Etiology 1994 Annual Report, o. 1212. ATTACHMENT 1 1. 

” "Annual Report of Radiation Effects Branch, Chemical and Physical Carcinogenesis Program, Division 
of Cancer Etiology, National Cancer Institute, October 1, 1994 through September 30, 1995". Division of Cancer 
Etiology 1995 Annual Report , p. 944. ATTACHMENT 1 1. 

*' Information that no annual reports were produced after 1995 was supplied to the Subcommittee staff by 
NCI’s Office of Legislation and Congressional Activities. 

“ Note "To: Sue Feldman, Subject: Program Advisory Committee Assessments, May 5, 1993" National 
Institutes of Health. This includes the assessment of the NCI Thyroid/Iodine 131 Advisory Committee 
ATTACHMENT 12. 
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Advisory Committee/^ Nevertheless, the record of the Committee’s activities indicates that it 
had indeed completed its work before it was disbanded in 1993. 

According to records and information supplied to the Subcommittee, the Advisory 
Committee met eleven times between 1983 and 1989.^ After it met on October 6-7, 1989 it did 
not meet again until March 1993.^^ According to Dr. Andre Bouville, who was the primary 
author of the I- 1 3 1 report, the Committee members were briefed at length on the report at the 
March 1993 meeting.^ Afterwards, according to the author, the process for issuing the report 
was rather ministerial and involved very little science.^’ 

Indeed, in November 1 994, Dr. Bouville gave a presentation on the I- 1 3 1 study to the 
International Workshop on Environmental Dose Reconstruction in Atlanta, Georgia. One section 
of Dr. Bouville’s presentation reads: 

The study was conducted from 1985 to 1992. Practically all of the results have been 
available since 1992, since two years ago, but the report is still to come out, to be 
published.^* 

NCI Researchers Acknowledged Delays 

Information collected during interviews with ftie primary author of the report. Dr. Andre 
Bouville, and the Project Director, Dr. Bruce Wachholz (also Chief of the REB at NCI) also 
indicate that the report could have been released years earlier. Information provided to the 
Subcommittee reveals that the substantive data and methodologies necessary to calculate all 
information necessary to fulfill the Congressional mandates regarding exposures and doses to the 


Interview with Dr. Bruce Wachholz, July 10, 1998. 

** The NCI was not able to supply minutes for all of the meetings. The information on the dates of the 
meetings is based upon the meeting minutes supplied to the Subcommittee by the NCI, a list of meeting dates 
supplied by NCI’s Office of Congressional and Legislative Affairs, and a memo from Dr. Wachholz detailing his 
recollection of the meeting dates. The Subcommittee staff also searched the Federal Register to confirm the dates. 
All but one meeting was noticed in the Federal Register. The Subcommittee has minutes of the one meeting that was 
not noticed in the Federal Register. 

Ibid. 

“ Interview with Dr. Andre Bouville, July 7, 1998. TTie minutes of the Advisory Committee meeting of 
March 30, 1993 also reflect that a briefing on the report took place. 

" Interview with Dr. Andre Bouville, July 7, 1998. 

** "Thyroid Doses from Iodine 13 1 to the U.S. Population Resulting from Atmospheric Nuclear Weapons 
Tests Conducted at the Nevada Test Site" by Dr. Andre Bouville, International Workshop on Environmental Dose 
Reconstruction , November 16, 1994, Atlanta. Georgia. ATTACHMENT 13. 
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American public were available in the 1990/1991 time frame and perhaps earlier/’ The evidence 
suggests that by 1990 the NCI had developed data indicating that individuals in some regions of 
the country far from the Nevada Test site received doses comparable to and, in some instances in 
excess of, those received by individuals near the Nevada Test Site.“ Dr. Bouville informed the 
Subcommittee staff that all substantive work had been completed by October 1992 and that only 
ministerial functions (relating to editing, formatting information to provide individual dose 
information based upon date and place of birth, and printing) remained to be completed.*’ 

Around that time. Dr. Bouville and Dr. Wachholz began to devote increasing amounts of 
time to other projects (the Chernobyl thyroid and leukemia studies that are described under point 
5).*^ Dr. Bouville estimated that he spent only 20% of his time on the report in 1993.” A 
complete, final draft of the report was not provided to the Project Director until October, 1 994.” 
However, internal NCI documents and interviews with both Dr. Wachholz and Dr. Bouville 
revealed that the draft went unreviewed for approximately two years.** Dr. Wachholz did not 
complete the review of the draft until approximately mid-1997.*^ There was, effectively, a three 
year period where almost no work was done on the report. 

A 1997 memo prepared by Drs. Wachholz and Bouville reveals that between October 
1994 and the release of the report in October 1997, a total of only 20 man months was devoted to 
the report.*’ It appears that most of the tasks performed during that period were extremely 
ministerial (e.g. formatting) and could have been performed simultaneously if adequate resources 
were devoted to the project. 

Dr. Owen Hoffman, a witness at the hearing, is a scientist who served as a consultant to 


This includes drafts of the study provided to the Subcommittee and interviews with Dr. Wachholz, July 
10, 1998, and Dr. Bouville. July 7, 1998. 

Draft NCI Report, page TS.25. ATTACHMENT 9. See footnote 17 for complete explanation. 

Interview with Dr. Andre Bouville, July 7, 1998. 

” Interviews with Dr. Bruce Wachholz, July 10, 1998, and Dr. Andre Bouville, July 7, 1998. 

” Interview with Dr. Andre Bouville, July 7, 1998. 

” Interviews with Dr. Bruce Wachholz, July 10, 1998, and Dr. Andre Bouville, July 7, 1998. 

” Interviews with Dr. Bruce Wachholz, July 10, 1998, and Dr. Andre Bouville, July 7, 1998 and personnel 
records supplied to the Subcommittee by NCI. 

Ibid. 

” Memo "To: Faye Austin, From: Andre Bouville and Bruce Wachholz, Subject: Fallout report. Date: 
September 24, 1997" NCI. ATTACHMENT 14. 
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the NCI 1-131 study. He also served as a consultant to the dose reconstruction study conducted 
for the area surrounding the Oak Ridge facility. Dr. Hofftnan informed Subcommittee staff that 
the I- 1 3 1 report was substantially done in the late 80's. By 1 99 1 , detailed data on dose/age 
groups/counties were prepared. On the basis of his first hand knowledge of the production of the 
1-131 report, he firmly believes the work could have been released much sooner than it was.** 

All of this evidence strongly indicates that the critical data on exposure and dose (the two 
issues addressed in the NCI report) could have been available much earlier (perhaps 4 years or 
more) than the eventual release date of 1997, had the completion of the report been given priority 
within the REB and NCI. 

What is less clear is why the project was not given a higher priority by the Project 
Director and his superiors within the NCI. Apparently the Project Director believed that 
completion of the project was not a high priority. A draft chronology prepared in 1997 by the 
two principal NCI researchers offers a number of explanations for the delay in the report. Among 
those includes the following: " 1 993 - The demise of the [Advisory] committee, plus the fact that 
there had been no inquiry regarding this project from outside the Division for almost nine years, 
provided a very strong indication that this effort was not very urgent or important to the NCI or 
others."*’ 


Another internal NCI document addressing the issue of why it took so long to produce the 
1-131 report states: 

1 . It could have been done faster by giving it a higher priority in the face of other 
demands on the researchers’ time. However, NCI did not recognize the intensity of 
public interest in this particular study and did not ensure that it maintained its priority 
when competing demands needed to be met.*^ 

In addition, conflicting signals were being sent by the Project Director. As noted earlier, 
reports written by the Project Director that appeared in the annual reports of the Division of 
Etiology all predicted that the report would be published in the 1992-1993 time frame. The 
Subcommittee staff found no evidence that upper management within NCI ever followed up to 
see why those projections were not met. 


** Interviews with Dr. Owen Hofhnan, June 22, 1998 and June 25, 1998. 

” DRAFT "Recent History of the Preparation of the NTS Fallout Report", NCI. ATTACHMENT 15. 

“ DRAFT "II. Timetable/Tracking/Why Did it Take So Long , C. How could the study have been done 
faster? Are there other studies that have taken this long? Have you taken steps to ensure that this kind of delay does 
not occur again?", p. 5, NCI, ATTACHMENT 16. 
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2. The NCI neither involved the public in ite stndy nor adequately responded to 
governmental requests for information developed through the study. 

Whether it was due to bureaucratic inertia, or a lack of ^preciation for the need to be 
responsive to the public's inquiries about these matters, NCI researchers did not adequately 
involve the public in the 1-131 study. Althoi^ in a few instances the NCI cooperated with 
requests for data from the I- 1 3 1 study before it was published, at almost every jimcture, when 
officials received requests for information from the public, they responded in a manner which 
had the effect of limiting public access to the research effort and the data it generated. Some 
examples of the NCI’s response to requests for infonnation about this study are described below. 

Congressional requests for information and/or assistance on this issue were resisted or 
delayed. For example, in December 1 994, Senator Byron Dorgan wrote Energy Secretary 
O’Leary and requested that NCI, in collaboration with DOE and the North Dakota State 
Department of Health and Consolidated Lidwratories, examine childhood mortality in northern 
plains states and in states exposed to heavier fallout from the nuclear weapons tests and estimate 
possible leukemia and thyroid cancers from the fallout.*' Senator Dorgan’s request was 
prompted by a study of health effects in North Dakota from we^>r>ns testing fallout that noted 
childhood leukemia mortality increased in North Dakota in the 1960’s, and estimated that 3 to 4 
cases of excess leukemia and 50 to 100 cases of excess thyroid cancer could have occurred as a 
result of the fallout.*^ The study was based on thUa NCI had collected in the course of the I- 1 3 1 
study and provided to North Dakota officials in 1994. Representatives of the NCI had also met 
with Senator Dorgan and North Dakota health officials to discuss the data and a draff of the 
North Dakota report. 

Concerned that a draft response to Senator Dorgan by DOE had effectively committed 
NCI to address the issues raised in the Senator’s letter. Dr. Wachholz wrote to NCI’s Office of 
Legislative Affairs: 

... I don’t appreciate the possibility of devoting and consuming Branch resources and 
personnel to a pointless effort of this nature (and insignificance) any more than (Chief of 
the Radiation Epidemiology Branch) Dr. Boice does; we all have more than enough to do 
of a much more productive nature, and I, too, hope that any further attention to this matter 
can be avoided. . . 

. . . There may be perspectives other than science involved here, however, and ultimately 
the NCI response may be based on policy considerations and judgments as well as 


“ Letter to Uie Honorable Hazel O'Leary, Secretary, U.S. Department of Energy, from the Hmiorable 
Byron L. Dorgan, December 23, 1994. ATTACHMENT 17. 

“ Ibid. 
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scientific ones. In this context, all options deserve attention, whether or not they are 
desirable.^ 

Since NCI personnel had determined that it had not received a letter from Senator Dorgan 
and therefore had not received a direct request from the Senator to do any work. Dr. Wachholz 
suggested one possible answer to the question of whether NCI should perform the analyses 
requested by Senator Dorgan: 

If NCI chooses to be non-responsive to the senator, this question disappears (unless the 
issue is pursued by the senator at NCI, elsewhere in the U.S.G.. or at other instimtions)." 

Over the next 45 days. Dr. Wachholz negotiated changes in DOE’s response to Senator 
Dorgan in order to avoid committing NCI to addressing the Senator’s request. Although other 
Braneh Chiefs and Division Directors were notified of the concerns of the REB Chief, there is no 
record of whether they provided any feedback. At the time these events were occurring. Dr. 
Wachholz had received the final and complete draft of the 1-131 report, but did not begin to 
review it for nearly another year. 

In 1 996, the provision of information to an HHS Federal Advisory Committee was 
delayed. In May, 1996, a representative of the Advisory Committee on Energy-Related 
Epidemiologie Research (ACERER), an advisory Committee established by the HHS to advise 
on the research agenda in the area of ionizing radiation exposure and potential health effects 
resulting fom the government’s weapons activities, requested that NCI provide the committee 
with a full list of the Institute’s radiation projects, and specifically mentioned the 1-131 smdy and 
studies related to Chernobyl.**^ Wben NCI had not responded by August, a second request was 
forwarded." NCI provided a response in September 1996 that failed to mention the 1-131 and 
Chernobyl studies.” In March 1997, nearly 1 0 months after the first request and 7 months after 
the second request, NCI provided a brief description of its work on the Chernobyl studies and 
acknowledged that it was working on the 1-131 report, but provided no substantive information 


" Cover note to "Betsy [Duane]" from "Bruce [Wachholz]", January 31, 1995. ATTACHMENT 17, 

“ Memorandum "From: Chief, Radiation Effects Branch, Subject: Some thoughts on your draft 'Request 
for Followup Information on Radiation Fallout Data’ in anticipation of a letter of request from Senator Doigan that 
has not yet been received. To: Betsy Duane, NCI” , January 31, 1995, p. 3. ATTACHMENT 17. 

Letter to Dr. Richard Klausner, Director, NCI, from Mr. Tim Connor, May 1, 1996. ACERER 
resolution attached. ATTACHMENT 18. 


“ Facsimile transmission to Ms. Nancy Burgoyne. National Cancer Institute, from Mr Tim Connor 
August 2, 1996. ATTACHMENT 18. 

" Letter to Tim Connor from Dr. Joseph F. Fraumeni, Jr,, Director, Division of Cancer Epidemiology and 
Genetics, NCI, September 1 1 , 1 996. ATTACHMENT 18. 
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on the findings.®* A chronology prepared by the NCI for its own internal review of the matter 
indicates that the Chief of the REB had been notified of, and provided documentation on, 
ACERER’s request in late September 1996.®* An internal memo written by Dr. Wachholz also 
confirms that he was notified of the request to provide information of the 1-131 work, but that he 
"...unfortunately, neglected to do this. . Therefore, a government advisory committee’s 
request for information about a major report went unanswered for 10 months. 

The Senate Minority Leader, Senator Tom Daschle, also experienced difficulty in 
obtaining data related to the weapons test fallout as late as the spring of 1 997. On April 1 4, 1 997 
an aide to Senator Daschle contacted HHS to report that in late February, the Senator’s office had 
asked NCI to provide information about the findings and management of the I-l 3 1 study, 
including whether any data had been compiled on the health effects of 1-3 1 fallout from the 
Nevada Test site; what analyses and/or conclusions had been reached on that data; whether any 
report on that data had been drafted; and whether it would be possible to obtain the latest draft of 
the report. As the staff wrote in a memo to HHS: 

. . . We were first contacted about this issue in February, which is when I began talking 
to NCI. Dr. Bruce Wachholz (NCI) and I exchanged several messages without speaking 
to each other. In the meantime, [NCI legislative affairs] got involved and became my 
main NCI contact. [NCI legislative affairs] and I have spoken a number of times, and 
[legislative affairs] has been quite helpful. Nevertheless, we have been unable to obtain 
satisfactory answers regarding the Secretary’s efforts to respond to P.L. 94-1 14 (sic). 

. . . [NCI legislative affairs] confirmed that a comprehensive 1 ,200 page report is ‘in 
clearance’ now. [NCI legislative affairs] says it is primarily a ‘user’ guide for the data, 
containing formulas that researchers and other can use to calculate county exposure 
figures. [NCI legislative affairs] maintains there are no conclusions or summary 
statements in the report."’’ 


^ Letter to Jim Smith, Chief Radiation Studies Branch, Centers for Disease Control and Prevention 
(CDC), from Dr. Bruce Wachholz, Chief, Radiation Effects Branch, NCI, March 10, 1997. ATTACHMENT 18. 

” "Centers for Disease Control and Prevention, Advisory Committee on Energy- Related Epidemiologic 
Research, Request for Information on I- 1 3 1 Fallout Study, Major Actions" NCI, 9/25/97. See entry for 9/25/96: "E- 
Mail from Dr. Land to Ms. McClave requesting that a copy of DCEG’s response be given to Dr. Wachholz, who 
would append the letter to include activities of the Radiati<m Effects Branch, DCB. Copies handcarried that day " 
ATTACHMENT 18. 

^ E-Mail to Betsy Duane, NCI Office of Legislation and Congressional Activities, from Dr. Bruce 
Wachholz, September 16, 1997. ATTACHMENT 18. 

Memorandum "To: Rich Tarplin, Dept, of Health and Human Services, From: Cybele Bj<^lund, Office 
of Senator Tom Daschle, Date: April 14, 1997, RE: Iodine 131 inquiry", supplied to the Subcommittee by NCI. 
ATTACHMENT 19. 
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Documents made available to the Subcommittee indicate that by 1997 there were several 
drafts of the 1-131 report, and at least two drafts contained executive and technical summaries. 
However, none of the versions of the report, and none of the executive and technical summaries, 
addressed the issue of health effects of 1-131 from the Nevada Test Site.^ 

Dr. Klausner, Director of NCI since 1995, informed the Subcommittee staff that it was 
the memo from Senator Daschle’s staff that alerted him to the long delay involving the 1-13 1 
study and that he subsequently took action to issue the final report.^ 

In a follow up communication to the NCI Director in August, Senator Dashle 
characterized the potential impacts of NCI’s delay in releasing the report, both to public health 
and to the credibility of NCI: 

. . . The events leading up to and surrounding the release of the National Cancer 
Institute’s (NCI) study of 1-13 1 raises serious questions about NCI’s commitment to its 
statutory mandate to investigate, on a timely basis, the health impact of 1-131 fallout. 

. . . Fifteen years later, that public mandate is still unfilled. Fifteen years later - more 
than 40 years after the initial tests - those exposed to the tests have virtually no 
information about the probable impact of the tests on their health or the steps they should 
be taking to protect their health. Given NCI’s proper emphasis on early detection of 
cancer and other illnesses, this situation is especially troubling. 

. . . The stakes are too high to allow this situation to be perpetrated, or to repeat itself. A 
delay in the delivery of crucial health information has the potential to manifest itself in 
very real health consequences. In this case, potentially exposed persons have neither the 
direct health information they need nor precautionary health guidelines that could serve 
them in the absence of such direct information. Furthermore, inordinate delays such as 
those that have plagued this study have a serious corrosive effect on public confidence in 
the government’s commitment to providing them with timely, objective scientific 
information and protecting their health interests.’^ 

There were other costs to NCI’s lack of conununication. Contrary to the observations by 


Drafts of the 1-131 report dated 1990 and 1994 both contained executive and technical summaries. See 
footnote 34 for additional information. 

” Interview with Dr. Richard Klausner, September 3, 1998. 

Letter from the Honorable Tom Daschle to Dr. Richard Klausner, Director, NCI, August 27, 1997, 
Hearing before the Subcommittee on Labor, Health and Human Services, and Education, and Related Agencies, 
Committee on Appropriations, United States Senate, "Radioactive Fallout From Nuclear Testing At Nevada Test 
Site, 1950-60," 105* Congress, I" Session, S. Hrg. 105-180, October 1. 1997, pp. 58-59. 
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the NCI researchers that there was little demonstrable public interest in the results of the study in 
the late 80' s and early 90's, there were significant policy decisions being made that could have 
benefitted from the information being generated in the NCI study. However, none of the critical 
information being developed by the NCI was made available to that process. 

Notwithstanding the lack of a final report on 1-131 fallout from NCI, in 1990 Senator 
Orrin Hatch and other Senators from Utah, Arizona and Nevada sponsored legislation that 
presumed the fallout fit)m nuclear testing caused excess cancers and acknowledged that their 
constituents were imwitting participants in the tests and that their health was put at risk. Other 
members of Congress obviously shared and supported the concerns that Senator Hatch and others 
had about the effects of nuclear weapons testing on the health of citizens in Nevada, Utah and 
Anzona, because they overwhelmingly enacted legislation providing compensation for uranium 
miners and individuals who lived in particular counties of Nevada, Utah, and Arizona for certain 
lengths of time (1 to 2 years) between 1952 and 1958 and in 1962, and contracted leukemia or 
other "specified diseases," including thyroid cancer.” 

What Congress did not know, and the Subcommittee’s investigation revealed, was that at 
that very same time the NCI had accumulated the data and identified the fact that many citizens 
(particularly those who were children during the testing period) in many other parts of the nation 
received doses of radiation as high or almost as high as those received by some of the citizens in 
Utah, Arizona and Nevada.” We now know that many members of Congress may still have 
constituents who had the same levels of exposures and have the same degree of increased risk as 
citizens in Utah, Arizona and Nevada and yet were not afforded equitable consideration under 
the law. In fact, because of the delay in the release of the NCI data, similarly-situated citizens in 
other parts of the coimtry did not even receive a timely notification that they faced increased 
exposures and risks. 

NCI’s misunderstanding about the public’s interest in this report may have been avoided 
if the NCI had included a public representative on the Advisory Committee established to 
address this matter. The documentation assembled in cormection with the extension of the 
appointments of Advisory Committee members in 1991 noted the following: "due to technical 
nature of committee, lay representation is inapprojniate."” If nothing else, the presence of some 


” Radiation Exposure Compensation Act, P.L. 101-426, J04 STAT. 920, 42 U.S.C. 920 (October 15 

1990). 


Draft NCI report, page TS.25, Attachment 3. See footnote 34 for further explanation. In addition, 
communications between the E>epartment of Justice, the NCI and the Radiation Effects Branch indicate that officials 
of NCI and the Radiation Effects Branch were aware of the compensation proposal being considered by Congress. 

In February, 1990 the Chief of the Radiation Effects Branch had commented on the Justice Department’s position 
paper on the legislation. ATTACHMENT 20. 

” Memorandum "Date: April 5, 1991, From: Annette McLaughlin, Dr. Richard Adamson’s Office, 

Subject: NCI Thyroid/lodine-131 Assessments Committee, To: Dr. Wachholz/Lorrainc", NCI.. ATTACHMENT 
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non-technical citizens on the Advisory Committee could have reminded the other members of the 
Committee and NCI researchers that the study was of great interest and importance to the 
American public and that the Committee had a duty to complete and release the report as soon as 
possible. 

In addition, the Advisory Committee did not fulfill the public information requirements 
of its charter. The Committee was required to meet at least twice annually.’* Meeting records 
provided to the Subcommittee show that the Committee met only once in 1984, 1985, 1987, 

1989 and 1993 and did not meet at all between 1990 and 1992.’’ The Committee was also 
required to issue annual reports on its activities.*® The Subcommittee staff was able to locate 
only one annual report produced by the Committee (in 1985). Given that it did not even meet for 
three years, it is unlikely the aimual report requirement was fulfilled. 

3. HHS and NCI management performed little oversight or tracking of the project. As a 
result, they failed to ensure that the report was completed in a timely fashion and that 
important issues were addressed in an open manner. 

There is no evidence that anyone at HHS or anyone other than those engaged in the 
project at NCI provided any systematic oversight of the study or the progress of the report. 

There are no records to indicate that major decisions affecting the project - - such as the decision 
to abandon efforts to address risk, or to shelve the I- 1 3 1 work for work on Chernobyl - - were 
ever reviewed or approved by anyone above the Branch Chief, who was directing the study. 

Although it was the recipient of the congressional mandate to perform the 1-131 ^tudy, 
the HHS did not systematically track the progress or management of the report. In fact HHS 
failed to deliver to Congress an interim report on the progress of the study, even though it was 
required by law. 

In a 1986 memo, the Acting Assistant Secretary for Health informed the Director of NIH 
that a report on the study was due to Congress in January 1984. However, "[a]n interim report 
was submitted to the office of the Secretary in August 1984 but not to the Congress."*' The 


21 . 

’* Charier, NCI Thyroid/Iodine- 1 3 1 Assessments Committee, NCI, June 12, 1984, p. 2. ATTACHMENT 

22 . 

^ See foottjote 44. 

“ Charter, NCI ThyroidAodine- 13 1 Assessments Committee, NCI, June 12, 1984, p. 2. ATTACHMENT 

22 , 

*' Memorandum "Date: May 8, 1986, From: Director, Executive Secretariat, Subject: Report on Iodine 1 3 1 
Assessment, To: Dr. Bruce Wachholz” , HHS. ATTACHMENT 23. 
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Assistant Secretary then requested that NCI submit another report so that it could be forwarded 
to Congress. 

Even as the congressional mandate for the study passed the decade mark, and as the 
projections for imminent release of the report included in NCI Aimual Reports continually went 
unfulfilled, there were no inquiries from HHS regarding the status of the study and the projected 
timing for its release. The only contact between HHS and NCI on this matter appears to be the 
interim reports forwarded to HHS for delivery to Congress in 1984, 1986 and 1991. Thus, the 
Department effectively lost track of the report. More active oversight by HHS and a 
Departmental commitment to delivering the report to Congress in a timely fashion may have 
inspired NCI to give more attention to the status and management of the report. 

The NCI hierarchy also failed to track systematically the progress of the project. There is 
no evidence that NCI management personnel above the Radiation Effects Branch Chief, Dr. 
Wachholz, including Division Directors, actively followed the management or progress of the 
study or took any action to ensure that the REB remained focused on the project until it was 
completed. 

It appears that the only oversight mecharusms were the annual reports prepared by the 
REB Chief, which in the 1 990's continually reported that the report was complete and printing 
was imminent. In fact, the NCI Director informed the Subcorrunittee staff that he only became 
aware of the long delay in the release of the report after the April 1 997 information request from 
Senator Daschle’s office, and it was only through his persona] intervention that the report was 
put on a fast track for release and the decision to compile a risk estimate was made. 

NCI management was apparently so indifferent about the long delays that in 1997 the 
REB Chief - - the one who directed the 1-131 study - - was praised for his efforts in securing the 
release of the report.” 

4. The report does not meaningfully inform the Ameriean public of the impacts of the 
radioactive fallout from the weapons testing program. 

The presentation of data in the NCI study does not adequately inform the public of the 
magnitude and the relative impact of the fallout from the weapons tests and gives little attention 
to the subgroups of the population that are estimated to have received much higher doses of 
radiation. 

For example, the data reveals that 3.5 million children who were under 1 year of age in 


" Personnel records made available to the Subcomminee by the NCI. 
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1952 received an average cumulative dose of 10.3 rads of fallout from the tests.*^ Children in 
nearly 920 counties were estimated to have received doses between 1 0 and 30 rads.*^ An 
additional 1 4 million children who were between the ages of 1 and 4 in 1 952 received an average 
cumulative dose of 6.7 rads.*’ The maximum infant thyroid dose was estimated to be 
approximately 100 rads.“ Yet in the Executive and Technical Summaries of the report, the NCI 
highlights the fact that the national per capita average thyroid dose was 2 rads and then states 
that, for any particular test, the thyroid doses for diildren between the ages of 3 months and 5 
years exceeded the average per capita dose by a factor of about 3 to 7.*^ Only in the maps 
contained in Chapter 8 of the text and in the sub-annexes of the report located on NCTs web site 
can the public obtain information providing a rough estimate of their individual cumulative dose, 
and understand how that might have been affected by their age and diet.** 

This lack of emphasis on dose information for those groups that would be at the highest 
risk is compounded by the failure of the report to provide estimates of risk that would enable 
Americans (especially those in the high dose/high risk subgroups) to understand how the doses 
they received might impact their health. 

Despite a specific Congressional mandate to estimate the risk to the American public 
posed by 1-131, the Advisory Committee’s risk task force stopped meeting, and work on risk 
ceased, in the 1989/1990 time period.*’ Interviews with researchers for the study have turned up 
no evidence that any formal decision was made by the Advisory Committee, the NCI or HHS to 
halt further work on risk, even though it was specifically mandated by Congress.’® It was not 


” Land memos, ATTACHMENT 2. 

” The 1-131 study, Figure 8.25, p. 8-17. 

** Land memos, ATTACHMENT 2. 

“ Testimony of Dr. Richard Klausner, Hearing before the Subcommittee on Labor, Health and Human 
Services, and Education, and Related Agencies, Comminee on Appropriations, United States Senate, "Radioactive 
Fallout From Nuclear Testing At Nevada Test Site, 1950-60," 105* Congress, 1“ Session, S, Hrg. 105-180, October 
1, 1997, p. 12. 

" The 1-131 study, p. ES.2, 

” The 1-131 study. Chapters. See, especially, the maps included as Figures 8.1 through 8.68. 

” Draft reports of the risk task group made available to the Subcommittee ceased in the 1 988/1989 time 
period. A Chronology prepared by NCI indicates that there was a "discussion of animal studies to determine thyroid 
cancer risk from 1-131 exposure" at the June 1990 meeting of the Division of Cancer Etiology’s Board of Scientific 
Counselors. The Subcommittee staff did not find any later records of work on the issue of risk as part of the 1-131 
study. "M31 FalloutReportandCollateral Activities Chronology", NCI. ATTACHMENT 24. 

” Interviews with Dr. Bruce Wachholz, July 10, 1998 and Dr. Charles Land, July 14, 1998. 
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until the NCI was about to release its report that the Director of the NCI, Dr. Klausner, 
determined that a risk estimate should be performed.®* The original estimate, the results of which 
were printed in a press release, estimated that the fallout would lead to an additional 10,000 to 

75.000 excess thyroid cancers.®^ That estimate was subsequently revised to the range of 1 1,000 to 

212.000 excess thyroid cancers.®’ Interviews with NCI persoimel and other scientists indicate 
that risk estimates could have been calculated throughout the study, as soon as dose estimates 
were available. This was obviously a critical element of the study and the Congressional 
mandate, because without it, the estinuites of exposures and doses are not meartingful to most 
Americans. 

In a letter to Senator Daschle, the Director of the NCI explained that the study did not 
address risk because the data available to link 1-13 1 fallout to specific cancers was not 
conclusive; there was no established risk coefficient for 1-131 and thyroid dose exposure; and it 
was hoped that data from studies of health effects of the Chernobyl accident and epidemiologic 
studies of I- 1 3 1 exposures in the Hanford, Washington area would be sufficient to provide an 
estimate of risk.®® The Project Director, Dr. Wachholz, offered a similar explanation to 
Subcommittee staff.” 

While the response was technically accurate, it did not address the real issue: whether 
there was some way of responsibly informing the American public on the potential health 
impacts of the weapons tests fallout Dr. Klausner*s letter implies that was not possible. That 
response appears inconsistent with what NCI and other researchers have told the Subcommittee 
staff and what the NCI itself actually did on this matter. 

In fact, when the report was released, NCI included a risk estimate in an information 
packet that accompanied the report®® At that time, the NCI estimated that 10,000 to 75,000 
individuals may develop fallout-associated thyroid cancers as a result of the testing.” A revised 


®' Interview with Dr. Richard Klausner, Septembers, 1998. 

" "Questions and Answers on the NCI Fallout Report", NCI, August I, 1997. 

“ Land memos, ATTACHMENT 2. 

“ Letter from Dr. Richard Klausner. Director, NCI to the Honorable Tom Daschle, September 30, 1997, 
included in Hearing before the Subcommittee on Labor, Health and Human Services, and Education, and Related 
Agencies, Committee on Appropriatioos, United States Senate, "Radioactive Fallout From Nuclear Testing At 
Nevada Test Site, 1950-«0," 105* Congress, T Session, S. Hrg. 1 05- 1 80, October I, 1997, pp. 56-58. 

” Interview with Dr. Bruce Wachholz, July 10. 1998. 

” "Questions and Answers on the NCI Fallout Retort", NCI, August 1 , 1997. 

” Ibid. 
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estimate was presented to the National Academy of Sciences in December of 1997. The NCI 
now estimates that 1 1,000 to 212,000 persons may develop thyroid cancer associated with the 
fallout.’* Dr. Klausner informed the Subcommittee staff that it was he who ordered NCI to 
produce a risk estimate based on the exposure and dose data generated by the I- 1 3 1 report.” 

Dr. Charles Land of NCI performed the risk estimate at the direction of Dr. Klausner. Dr. 
Land informed the Subcommittee staff that it is always possible to perform a risk assessment 
once the exposure and dose to an individual are known. As he noted, the key is to make sure to 
identify the uncertainties associated with such an estimate so the public imderstands the 
limitations of the estimates. According to Dr. Land, the estimate he conducted for the NCI study 
could have been completed in 1995."” 

Other scientists interviewed by the Subcommittee staff echoed Dr. Land’s view, that the 
science necessary to estimate risk (with proper caveats that are always part of such estimates) 
was well known, and data from other scientific studies, such as growing data from research on 
the impacts of the Chernobyl accident, increasingly suggested a linkage between the amount of 
internal dose of I- 1 3 1 and thyroid cancer, perhaps to the same degree as external 1-131 radiation 
and thyroid cancer (for which there existed risk coefficients). 

The very fact that the NCI itself published the risk estimate indicates there was a way to 
responsibly address the mandate. However, the risk estimate was performed only a few weeks 
before the summary of the report was released to the public in August of 1 997. Therefore it was 
not possible to incorporate the estimate into the report and the committee missed an opportunity 
to fully integrate the estimates with, and provide context to, the information presented on 
exposures and dose. Without properly explained risk estimates, neither Congress nor the public 
received a portion of what Congress had mandated in 1983 - - an explanation of how fallout from 
the nuclear weapons tests may have ultimately affected the health of the American public. 

The Project Director acknowledged in 1995 that it was possible to complete risk 
calculations based on the exposure and dose data from the report. In an internal memo assessing 
a request by Senator Dorgan to perform some mortality studies and risk assessments in the 
northern plains states that received high levels of weapons test fallout. Dr. Wachholz wrote: 

The estimation of leukemia and thyroid cancer presumably also can be estimated even 

though the results may have little scientific meaning because of uncertainties, 

assumptions, extrapolations, etc... 


” Land memos, ATTACHMENT 2. 

” Interview with Dr. Richard Klausner, September 3, 1998. 
Interview with Dr, Charles Land, July 14, 1998. 
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I understand also that there exist risk coefficients that can be applied to these dose values 
for both thyroid cancer and leukemia. While there is no accepted risk coefficient for 
thyroid cancer resulting from exposure to 1-13 1, the National Council on Radiation 
Protection and Measurements (NCRP) has published guidance on this matter. The NCRP 
relates this coefficient to the risk of thyroid cancer following exposure to external 
radiation, the most recent analysis of which is in press and authored by eight scientists, 
five of whom are on NCI staff. Again, there are large uncertainties in estimating thyroid 
cancer cases from fallout, but presumably it could be done... 

Finally, the North Dakota Department of Health already has made estimates of fallout- 
related leukemia and thyroid cancer based upon dose and risk information provided by 
Drs. Bouville and Land. It might raise questions of NCI responsiveness to now say that 
the same could not be done for other states... ‘®‘ 

Finally, the NCI had been advised that the data it had accumulated on fallout yielded 
risks that were much higher than anticipated. In 1996 Dr. Owen Hoffman, a witness at the 
hearing, provided the lead researchers at NCI with the preliminary results and conclusions of the 
Oak Ridge dose reconstruction study, which indicated that the fallout from the weapons tests 
posed a risk to citizens as far away as Tennessee. In the 1 996 draft report, Hoffman and his 
colleagues estimated that for counties around Oak Ridge, Tennessee the median cumulative 
doses of 1-131 from weapons testing fallout were 2.5 - 4.7 rads for children drinking commercial 
milk and 4.3 - 6.7 rads for children drinking milk from backyard cows.‘®^ Yet, there was no 
response from NCI until after the 1-13 1 study was released, and no indication that the NCI 
speeded up efforts to get out its results or gave moie attention to the issue of risk based on the 
findings front the Oak Ridge study. 

For some time it had been possible to provide a risk estimate similar to the one Dr. Land 
eventually performed right before the release of the 1-131 study, albeit with likely higher degrees 
of uncertainty. During the early to mid- t990's, as additional information regarding the link 


Memorandum "From: Chief, Radiation Effects Branch, Subject: Some thoughts on your draft ’Request 
for Followup Information on Radiation Fallout Data’ in anticipation of a letter of request from Senator Dorgan that 
has not yet been received. To: Betsy Duane, NCI" , January 31. 1995, pp. 1-2. ATTACHMENT 17. 

The assessment provided to NCI projected that doses attributed to 1- 1 3 1 fallout from the atmospheric 
weapons tests may result in a median of 3.4 in 10,000 to6.I in 10,000 total excess lifetime cancers for those 
drinking commercial milk and 5.7 in 10,000 to 8.5 in 10,000 total excess lifetime cancers for those drinking milk 
from a backyard cow. "First Iteration Dose and Health Risk Assessment for Iodine-131 Emissions from X-10 
Radioactive Lanthanum Processing, April, 1966, Table 1 1.12, p. 11-13. Facsimile transmission ’’TO: Andre 
Bouville and Bruce Wachholz, FROM: F. Owen Hoffman, Subject; Attached Report, Date: May 2, 1996". On the 
cover of the fax. Dr. Hoffman wrote: "Attached arc the preliminary results and conclusions drawn from our work to 
date. We calculated doses for Termessee children from the Nevada Test Site fallout that are equal to the median 
children in Utah. 1 don’t have an explanation for this. A copy of the full report is being sent to you and I would 
appreciate any comments. " ATTACHMENT 25. 
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between thyroid cancer and 1-131 emerged as a result of data from the Chernobyl accident, the 
estimate could be developed with less uncertainty. By 1995, this information was available to 
perform the assessment Dr, Land produced in 1997. 

The absence of risk estimates, combined with the focus on average per capita doses 
received across the nation, does not convey the impact of the fallout from the tests on the most 
vulnerable segments of the population at the time of the tests - - those who were small children. 
Estimates based on the data contained in the NCI report reveal the following impacts to those 
Americans who received high doses of 1-131 as children."” 

• Of the 3.5 million children who received an average cumulative dose of 10.3 rads, 

2,300 to 43,000 may develop thyroid cancer as a result of the fallout. 

* Of the 14 million children who received an average cumulative dose of 6.7 rads, 6,200 

to 1 16,000 may develop thyroid cancer as a result of the fallout. 

These figures provide a much more meaningful picture of the potential impact of the 
weapons tests and reveal that at least for some groups the fallout from the tests could potentially 
have a much more significant impact on their health than is portrayed in the NCI report. 
Unfortunately, such analyses were not included in the NCI report. While the numbers shown 
above are statistically small numbers compared to the 160 million Americans who were affected 
by the tests, the numbers represent people whose lives were involuntarily and unknowingly 
impacted by activities that the government knew or strongly suspected to be harmful, yet made a 
determination to provide no warnings or guidance that would enable Americans to take actions to 
protect themselves. In this context, even 3.5 million is a high enough number to warrant enough 
concern to at least provide meaningful and complete information in a timely fashion. This did 
not happen with the 1- 1 3 1 report. 

5. The management failures of the 1-131 study have been repeated in a NCI-led 
international effort to study the effects of radioactive iodine releases on thyroid cancer in 
the areas surrounding the Chernobyl nuclear power plant 

Like the 1- 1 3 1 report, the Chernobyl projects suffer from a number of repeated 
martagerial failures. Those failures have resulted in delays in the projects and may possibly have 
caused ineparable damage to important international health studies. 

Some of the most ambitious and important health effects studies ever undertaken, the 


The figures were developed by the Subcommittee staff employing the figures and formulae included in 
the Land memos. As noted in footnote 6, the average thyroid doses for various age groups used in the Land analysis 
were developed by Dr. Andre Bouville, primary author of the report, based on data generated in the study. 

However, those doses do not appear anywhere in the report ATTACHMENT 2. 
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Chernobyl projects encompass three separate studies - - a study of leukemia among Chernobyl 
clean-up workers and two thyroid studies, in Belarus and Ukraine, of children exposed to 1-131. 
The thyroid studies are envisioned to last thirty years and consist of repeated examinations of 
15,000 subjects in Belarus and 50,000 subjects in the Ukraine. The leukemia project in the 
Ukraine is currently in an 18 month pilot phase that will culminate in a decision whether it is 
scientifically and technically feasible and to move forward with a long term study. It is hoped 
that the studies will provide critical information regarding the correlation between the dose of 
1-131 received and the risk of the development of cancer. The operational and scientific details of 
each study are enumerated in a scientific protocol that was signed by the United States and the 
host government.’®* 

The projects are part of a much larger cooperative effort between the United States and a 
number of former Soviet Union countries to explore a number of health, environmental and 
technical issues related to nuclear power. In 1990, DOE asked NCI to assume leadership of the 
Chernobyl studies and the two agencies entered into an Interagency Agreement (lAG) in 1 99 1 . 

Under the best of circumstances, the Chernobyl studies would have been incredibly 
challenging for any organization. They are ambitious, complex projects operating under 
conditions that include political changes in the region, poor record keeping, difficulties in 
importing equipment for the studies, and difficulties in the different working methods and 
understanding of the scientists from the countries involved. 

Notwithstanding these very real challenges, management of the study, by the same branch 
of the NCI responsible for the delayed I- 1 3 1 report to the Congress, has been poor. As discussed 
below, this has resulted in years of delay, criticism by scientists, including some within the NCI, 
and concern by a major funding source of the project. Management of the Chernobyl studies has 
been characterized by inadequate budgetary and management planning, failure to share 
information and delegate responsibilities, delays in making critical decisions and a four year 
failure to appoint a five member advisory committee. The result is that the studies are years 
behind the schedule established in the protocols - - the only official long term planning 
documents in existence • • and they may be permanently affected as the loss of time increases 
the difficulty of locating the subjects for the study. 

Problems have afflicted the studies from the start. Preparation of the protocols took a 
very long time. As a condition of the thyroid protocols, one of the first steps in the projects was 


"Scientific Protocol for the Study of Thyroid Cancer and Other Thyroid Disease in Belarus Following 
the Chernobyl Accident", (hereafter referred to as "the Belarus Thyroid Protocol."), 1994. 

"Scientific Protocol of Thyroid Cancer and Other Thyroid Disease in Ukraine Following Chernobyl 
Accident", (hereafter referred to as "the Ukraine Thyroid Protocol."), 1995. 

"Scientific Protocol for the Study of Leukemia and Other Hematologic Diseases Among the Clean-up 
Workers in Ukraine Following the Chernobyl Accident", (hereafter referred to as "the Ukraine Leukemia 
Protocol."), 1996. 
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to appoint within six months an advisory committee composed of five members fix)m each 
coimtry.‘®^ The bi-national committees were intended to oversee the integrity and pace of the 
studies and to make important decisions regarding budgeting, management planning and any 
necessary adjustments to the protocols.*®* The protocols call for an annual report to be made to 
the advisory committees for their consideration.*®’ The U.S. peer review committees for both of 
the thyroid protocols highlighted the importance of the advisory committees and stressed the 
need to establish the committees as soon as possible. As the review committee for the Belarus 
thyroid protocol wrote to Dr. Wachholz, the U.S. leader for the projects: 

The second item ^^ch we wish to emphasize is the role of the oversight committee. 
Regardless of the anticipated difficulties in establishing the interactive fimction of this 
group and insuring its effectiveness and continuity, the reviewers embraced the long-term 
requirements of a scientific body that would be empowered to provide independent 
assessment of progress. The responsibilities of the oversight committee would be to 
review all aspects of the conduct of the research protocol so as to facilitate its progress 
and yield of validated clinical, pathological and epidemiologic information. The 
oversight group should be established as soon as possible so that the study may benefit 
from the advice and guidance of an interdisciplinary and bilateral scientific body of 
experts.*®* 

When the Subcommittee staff interviewed NCI managers in July 1 998, four years after 
the signing of the first protocol, the U.S. had not appointed its five members of the advisory 
committee.’®* The members from the other countries had been nominated years earlier, and 
concerns about the delay in the appointment of ftw U.S. members had been raised two full years 
earlier by DOE.”® There is no evidence that anyone within NCI ever questioned the failure to 
appoint these crucial committees. The absence of these conunittees left a critical void in 
oversight and planning that has exacerbated many of the logistical and management problems 


The Belarus Thyroid Protocol, p. 11.1. The Ukraine Thyroid Protocol, p. 1 1 . 1 . In the Leukemia 
{Noject, an advisory group is to be established early in Phase II of the project The Utoine Leukemia Protocol, pp. 
33, 35-36. Although the Leukemia Protocol was signed in October 1996, Phase I of the study, scheduled last 18 
RKHiths, was not initiated until November-December 1997. Interview with Dr. Ihor Maaiyk, August 20, 1998. 

The Belarus Thyroid Protocol, p. lO.I. The Ukraine Thyroid Protocol, p. 10.1. 

The Belarus Thyroid Protocol, pp. ll.l- 11.2. The Ukraine Thyroid Protocol, pp. 1 1.1- 11.2. 

Unsigned, undated letter to Dr. Bruce Wachholz, conveying reviewers’ general and detailed c<Mnments 
on the Belarus Thyroid Protocol, p.2. Letter to Dr. Bnice Wachholz from Dr. David Schottenfeld. cmiveying 
reviewers’ general and detailed comments on the Ukraine Thyroid Protocol, pp. 1-2. 

Interview with Dr. Bruce Wachholz, July 10, 1998. 

Letter from Eh. Elaine Gallin, Deputy Director of DOE’s Office of International Healtti Programs, to 
Dr. Bruce Wachholz, February 15, 1996. ATTACHMENT 26. 
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now confronting the researchers. 

The failure to appoint the advisoiy conunittees and the lack of oversight and involvement 
by NCI upper management has had the effect of transferring overall control of the U.S. portion of 
the study to the NCI’s Radiation Effects Branch and its Chief, Dr, Bruce Wachholz. In the 
absence of the advisory committees, an advisory panel established by the NCI to help formulate 
the protocols and advise on the projects was abolished, necessary changes in the protocols have 
not been approved, no annual reports have been prepared, and no systematic review of the 
projects’ status and problems has occurred. In sum, the Chernobyl studies are experiencing 
management failures reminiscent of the 1-131 study. 

Staff interviews and internal documents revealed that a number of scientists have been 
critical of the management style of the REB leadership. This includes scientists formerly 
associated with the project, those currently associated with the project and those located in other 
institutions. The scientists expressed concerns that the current management style is too slow to 
make decisions; does not adequately delegate authorities/responsibilities for decisions and 
communications that are important to move the project along; and does not communicate 
information in a timely fashion. Individuals currently associated with the project have also 
expressed fhistration with the pace of the projects and one member of the NCI team had actually 
discussed circumventing the REB Chief in an attempt to resolve some of the problems in the 
projects with the Director of the Division that oversees the REB. 

Ini 996, officials fixim the Department of Energy, which provides approximately half of 
the funding for the Chernobyl projects, began raising concerns about the studies. In February 
1996, Dr. Elaine Gallin, Deputy Director of DOE’s Office of International Health Programs, 
wrote to Dr. Wachholz and identified the following concerns regarding the Belarus thyroid study: 
lack of an identifiable funding source to meet future costs as the project expands; the slow pace 
of the programs; failure to appoint an advisory committee; failure to share information; and 
failure to develop an overall management plan with clear milestones by which DOE could chart 
the progress of the study. Dr Gallin noted that DOE had "many similar concerns regarding the 
thyroid and leukemia studies in Ukraine."'" The Subcommittee staff has seen no evidence that 
many of the problems identified by Dr. Gallin in that 1996 letter have been meaningfully 
corrected. 

In 1996, for example, the thyroid projects were falling behind the schedule originally 
established in the protocols. The protocol for the Belarus thyroid study, which was signed in 
May 1994, called for the establishment of the advisory committee within the first six months, 
submission of an atmual report to the oversight group by May 1995 and initiation of the 


>'■ Ibid. 
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examination of children according to the protocol by May 1995."^ None of those objectives 
were accomplished in 1996. Indeed, two of the tasks are not complete today, and only 929 people 
have been screened. Delays and unanticipated events that affect scheduling are to be expected; 
what was surprising was the failure of NCI to have a detailed management plan with milestones 
and corresponding budget plans that would focus the project, pinpoint critical events and 
facilitate analyses of the project’s status and potential trouble spots \^dien schedules are missed. 

In fact, the Director of the Division of Cancer Biology (which includes the Radiation Effects 
Branch), the Chief of the Radiation Effects Branch and the U.S. Associate Director of the 
Chernobyl studies have stated to Subcommittee staff that the projects do not have detailed 
management plans, milestones or out-year budget estimates."’ Without these elements, the 
project planning relies on quarterly milestones \^ch makes it difficult to develop a long term 
plan and to determine whether any real progress is being made toward critical objectives. 


The Belarus Thyroid Protocol, p. II. 1. 

Interviews with Dr. Faye Austin, Director of the Division of Cancer Biology, September 1, 1998; Dr. 
Bruce Wachholz, Chief of the Radiation Effects Branch, August 31, 1998; and Dr. Dior Masnyk, U.S. Associate 
Project Director of the Chernobyl studies, July 16,1998 and August 20, 1998. At the request of die Subcommittee 
staff, the NCI pHovided the most current budget and planning documents. The milestone and mant^ement plans are 
little more than simple time lines with general goals and are not detailed planning documents. There are few details 
about specific tasks and sub-tasks, responsible parties and how various elements tie into each other. In addition, the 
milestone and management plans have different completion dates for identical tasks. Milestones for the limited, 
pilot phase of the leukemia study were revised in the May-July 1998 period. The more recent plans are more 
complete. Although FY 98 is nearly completed, the project lack any budget projections beyond FY 2000, and there 
is no indication that the budget numbers that are available are tied into the milestone/ management plans. When 
asked if NCI had a 3 or 5 year budget plan for equipment and supplies. Dr. Masnyk informed the Subcommittee 
staff tiiat NCI had attempted to develop one, but the effort was not successful because there was no track record 
with respect to purchases. He stated NCI could now make better projections because it had established a track 
record of equipment purchases. Dr. Masnyk also informed the staff that the {Moject budget ^eets provided to die 
Subcommittee represented figures he had put together in the 1996 time frame. They represented his best estimate of 
what was needed for the projects and that he had done little if any update work since that time, (intoview with Dr. 
Dior Masnyk, August 20, 1998). Subsequent to those interviews, the subcommittee received another set of project 
budget sheets from NCI on September 10, 1998. Both sets of budget sheets are included in ATTACHMENT 27. 

The figures for the Belarus and Ukraine thyroid studies in the September 10 budget sheets are the same as the 
figures contained in the budget sheets previously provided to die Subcommittee. The figures for the Ukraine 
leukemia study were increased and, as a result, die combined budget for all three projects was also increased 
accordingly. However neither set of budgets accurately reflects what was spent on the studies in FY 96 or 97. In 
addition, the projections of DOE contributions for fiscal years 1999 and 2000 do not reflect what is actually 
available from existing contributions and future commitments. Most of the funds already contributed to NCI by 
DOE, NRC and IPSN (a French Institute) have been expended. (See GAO budget analysis, ATTACHMENT 33 for 
status of DOE funds. For a status of NRC and IPSN funds, see footnote 1 29 and ATTACHMENT 34.) With 
respect to future contributions, the current Interagency Agreement between IX>E and NCI limits EKDE’s annual 
contribution to $800,000 (see ATTACHMENT 30), and neither the NRC nor the IPSN have committed to 
contributing any additicmal funds to the studies. Thus, the projections of DOE contributions of $1.9 million in FY 
99 and $2. 1 million in FY 2000 do not appev to accurately reflect realistic budget estimates fcM* these {HXijects given 
existing available funds and current funding agreements, even if the projected EXDE contributitms were assumed to 
include equipment and supply contributions from other agencies. 
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Sound planning is well-known to be an important part of a scientific study. After a 1985 
peer review of a contractor-run epidemiology study of people in Utah who had been exposed to 
weapons testing fallout, Dr. Wachholz informed the contractor that there were concerns about the 
project. The analysis of the project’s management included the following: 

... it is clear that there remains a lack of strong and effective day-to-day technical and 
administrative direction, little or no unity of effort, and no well-defined protocol with 
milestones leading to a successful and timely completion. This is particularly distressing 
considering the size, scope complexity, sensitivity and multi-disciplinary nature of this 
project. 

. . . Each of the project tasks requires a management plan, in writing, which is 
considerably more comprehensive than a simple time line. Specific and realistic goals 
for each component and activity of the project must be clearly identified as to purpose, 
protocols, methodologies, use, influencing factors, uncertainties, etc., including what is 
due, to whom it is due, when it is due and the person responsible for it, together with a 
master plan of how it all interrelates, including specific data analyses and presentation 
formats."^ 

However, R£B management has not applied the same standards to the Chernobyl 
projects. The REB Chief explained to the Subcommittee staff that the conditions under which 
the Utah study was being conducted were quite different from the situation at the Chernobyl 
projects. The Utah study was taking place in the U.S., the cohort had been identified and located, 
and scientists in the project were familiar with the procedures and technologies employed in the 
study. Not only do very different conditions exist at the Chernobyl projects, but the U.S. 
managers are not running the studies. They are only involved to provide equipment and 
assistance/advice to the scientists of the host countries. For those reasons it was difficult to 
develop detailed management plans.”^ 

NCI management cites the problems of coordinating this large project overseas as a major 
reason why it lacks detailed milestones and budgets and the progress is not as fast as might be 
hoped. While there are uncertainties and coordination problems that may be a partial 
explanation for the slow pace of the studies, it would seem that such conditions would make it 


Letter to Dr. Walter Stevens, Associate Dean for Research, College of Medicine, University of Utah, 
from Dr. Bruce Wachholz, Chief, Low Level Radiation Effects Branch, NCI, (undated), including "Enclosure A, 
Summary of Reviewers' Comments on National Cancer Institute Contract NOl'CO-23917, ‘Assessment of 
Leukemia and Thyroid Disease in Relation to Fallout in Ut^'", pp. 1-2 of Enclosure A. NCI. ATTACHMENT 28. 

Interview with Dr, Bruce Wachholz, September 8, 1998. 

Interviews with Dr. Ihor Masnyk, U.S. Associate Project Director of the Chernobyl studies, July 16 and 
August 20, 1998 and Dr. Bruce Wachholz, August 31 and September 8, 1998. 
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more important to have a plan to guide the project and measure progress. Moreover, the fact that 
the bi-national nature of the projects could impede the development of management and budget 
plans underscores the importance of establishing the advisory committees, which are charged 
under the protocol to address management, scientific and financial issues. 

If, however, the conditions under which the project is operating ate so problematic that 
management plans, milestones and budgets cannot be developed, then there may be a need to 
reconsider the long term prospects for success and the soundness of our government’s 
commitment to the project. 

A resistance to sharing information similar to that found in the conduct of the 1- 1 3 1 
study is also found in the ongoing Chernobyl studies. NCI has continually resisted sharing 
information about the Chernobyl project with DOE, even though the Department supplies nearly 
half of the aimual costs of the project - - $800,000 . As noted above, this matter was raised by 
Dr. Gallin in a February 1996 letter to Dr. Wachholz. She noted that DOE was in need of such 
fimdamental information as a progress report, an organizational chart, and a completed set of 
milestones that included clear deliverables for each task."’ 

The problem of information exchange apparently has not changed since that time. Even 
though the current Interagency Agreement and the corresponding funding agreement between 
DOE and NCI elearly specifies the information to be supplied to DOE - - standard management 
and financial planning documents and progress reports - - the DOE has had extreme difficulty 
obtaining it. In March 1998, DOE’s Program Manager for International Health Studies met with 
NCI’s U.S. Associate Project Director of the Chernobyl studies to explain what NCI’s reporting 
responsibilities were, even though they were spelled out in a July 1 , 1 997 funding agreement 
between the two agencies.'" Even after that meeting, all of the information was not supplied. In 
July 1998, when NCI requested that DOE provide its $800,000 aimual contribution, the DOE 
Deputy Assistant Secretary for Health Studies informed NCI that the Institute had still not 
fulfilled its repotting requirements. The required documents and information were then supplied 
to DOE before it released the funds to NCI."’ Given the lack of any outside oversight of the 
project, it remains puzzling why NCI would not welcome input from an outside source that has a 
financial interest in the success of the project. 


Letter from Dr. Elaine Gallin, Deputy Director of DOE’s Office of International Health Programs, to Dr. 
Bruce Wachholz, February 15, 1996. ATTACHMENT 26. 

"* Interviews with Dr. Dior Masnyk, July 16, IW8 and August 20, 1998 and interview with Frank 
Hawkins, Director, Office of International Health Programs, Department of Energy and Mr. Barrett N. Fountos, 
Program Manager, Office of International Health Programs, Department of Energy, September 1 1 , 1998. 

Interviews with Frank Hawkins, Director, Office of International Health Programs, Department of 
Energy, August 18, 1998 and September 1 1, 1998. 
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In addition to the difficulties encountered by DOE, Lawrence Livermore National 
Laboratory (LLNL), which procured equipment and supplies for the Chernobyl projects, 
experienced continual frustrations in its efforts to receive NCI guidance on how procurements 
should be prioritized, as well as final decisions on purchases of equipment and supplies. The 
LLNL personnel believe that failure to provide timely decisions slowed the program and resulted 
in a waste of some materids and supplies that had limited shelf lives. 

In the fall of 1996, after failed attempts to re-work the lAG to re-define the roles of NCI, 
NRC and DOE, DOE agreed to a new Interagency Agreement that gave NCI complete control of 
and authority for the Chernobyl studies.*** Essentially, DOE -- concerned about management 
and the pace of the projects - - decided to remove itself from the operation of the project, 
although it continued to provide funding. In addition, LLNL withdrew from the projects at about 
the same time. That departure effectively set back procurement efforts by nearly 1 year.*** 

As with the 1-131 study, NCI has not adequately managed these projects, and has been 
slow to respond to problems, despite clear signals that progress was slow and there were 
concerns about management issues. During 1996, DOE personnel communicated their concerns 
to the NCI Division Director responsible for the REB, but no action was taken immediately. As 
with the 1-13 1 situation, only when the issue received repeated outside complaints did 
management take corrective action. As a result of a meeting with DOE personnel in July 1996, 
NCI’s Director made a decision to solicit for a contractor to work on the studies and appointed 
another NCI employee as Associate Project Directs, responsible for the administrative aspects 
of the project**^ As with the 1-131 study, it is commendable that the Director reacted, but there 
is a question why NCI officials below the Director level did not react sooner. In addition, it is 
unclear whether the actions taken by the Director will frilly resolve the problems of the project. 


Se« correspondence and E-maii between LLNL, NCI and DOE, included in ATTACHMENT 29. 

Interagency Agreement , FY 1997, Between the Department of Health and Human Services, National 
Cancer Institute, and The Department of Energy, Office of Environment, Safety and Health, February 19, 1996, p.l, 
I.B. land 2, ATTACHMENT 30. 

LLNL wididrew from the project in September 1996. In May 1997 NCI finalized an agreement with 
the Veterans Affairs National Acquisition Center (VANAC) to perfoim the procurement functions for the 
Chernobyl projects. However, even then the procurement and delivery of equipment was slowed because of 
VANAC’s inexperience in conducting operations of (his natire. Sec memos and reports from Dr. Everett Mincey, 
Dr. Gilbert Beebe and Dr. Ihor Masnyk,. incladed with the NCIA'ANAC Interagency Ag^reement as 
ATTACHMENT 31. 

Interview with Dr. Richard Klausner, September 3, 1 998. 
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In the two years since the new DOE/NCI Interagency Agreement was signed, and the 
Director instituted his reforms, little progress on the Chernobyl studies has been made. 

* More than 4 years after the Belarus thyroid protocol was signed, project researchers 
have confirmed contact with 3500 members of the 1 5,000 person cohort and have 
screened 2869 people. Three years after the Ukraine protocol was signed, researchers 
have confirmed contacts with 800 people of the 50,000 person cohort and have screened 
529.'*'' No examinations occurred prior to 1997, seven years after NCI began ftte studies 
and jgjproximately three years after the signing of the Belarus protocol. The second in 
command of these studies views them as having essentially begun, respectively in 
December of 1997 and March of 1998.’“ To date, approximately $6.3 million has been 
obligated, and $5,6 million spent, on these projects. 

• There are concerns, evidenced in reports by NCI’s contractor, Columbia University, 
and in NCI’s own communications and reports, about locating the study cohort subjects 
for the thyroid studies in Ukraine and Belarus. In a technical report to the NRC dated 
July 22, 1998, the U.S. Associate Project Director wrote that researchers in both Belarus 
and Ukraine were having trouble locating cohort subjects '” 


Presentation by E>r. Brace Wachhotz and Dr. Geoffrey Howe to the National Cancer Advisory Board, 
September 10, 1998. ATTACHMENT 32. 

interview with Dr. Ihor Masn)ic August 20, 1998. 

This consists of approximately $6.1 million in federal dollars and $250,000 from IPSN, an institute in 
France. Interview with GAO, September 1, 1998. Budg^ analysis prepared for Subcommittee by the Genera) 
Accounting Office. ATTACHMENT 33. 

On December 15, 1997, Dr. Bruce WacWiolz and Dr. Ihor Masnyk wrote the following to the Ukraine 
Director of the Ukraine American Thyroid Projea: "... I cannot overemphasize, however, the importance of the 
messt^e I conveyed to you at our last meetuig > that this is a critical time, and that the level of continued future 
su|^xnl will be determined by the level of progress that will be achieved by mid'1998. With the arrival of 
computers and oth^ clinical and diagnostic equipment, as well as the previous receipt of a vehicle, there ^ould be 
no reason why rapid pMogress in die implementation of the {noject cannot be made. . . . Although all aspects of the 
]Mx>ject are important, the highest priority, at the present time, should be given to the identification and location of 
die cc^<xt. Unless an adequate cohort of suhyects th^ will satisfy the objectives of the project is idratified and 
ioc^d, we will have difficulty justifying COTtinuation of the presoit joint study as we are under continued pmsura 
to show results of our support. I would encourage you in the strongest possible tenns, therefore, as we discussed in 

our meeting, that over the next 6-8 mtmdis every effort be made to identify and locate the ccdiort If die cohort is 

not adequate and die objectives of the study, as define in die protocol, are unlikely to be (Stained, the NCI (together 
widi die Elepaitm^t of &iergy and the Nuclear Regulatory Ccmimissicm) will need to reass^ its crmimitmcmt to 
and support for ermtinuation of the current protocol." Letter from Dr. Bruce Wachholz and Dr. Dior Ntesnyk to 
Professes Nikolai D. Tronko, Director, Research Institute of Endocrinology and Metabolism, Ukraine, December 
I S, 1997. A similar letter was sent to the Belarus Directrw of the Belarus American Thyroid Project Letter from 
Dr. Brace Wachholz and Dr. Ihor Masnyk to Dr. V. A. Steziiko, BelAm Thyroid Disease ftojert Director, Belarus, 
December 22, 1997. ATTACHMENT 34, Yet the fHoblems identifying and locating die ctdio^ cmitinued. In July 
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* While there is hope that Columbia Umveisity can facilitate and speed up activities and 
improve coordination, it is limited in the mitiative it may take because it is a service 
contractor. Columbia tfedversityworlB at the direction of^ and through, NCI. Further, 
staff of Columbia University told the Committee they entered into this contract with the 
understanding that Columbia would gradually assume control of the studies. If that does 
not (Kjcur, they will seriously consider whether they should pursue a renewal of the 
contract.*^* 

* The lack of detailed management and budget plans still plague the projects. NCI 

officials informed the Subcommittee staff that equipment and supply funding for the 
projects is running out. NCI expects that there may be enough money to carry the thyroid 
projects through FY 99 and to complete the Leukemia pilot study. In a presentation made 
to the NRC in July 1998, NCI officials projected that the projects would have an 
equipment aiKl supply funding shortfall of $235,000 in calendar year 1999, and a shortfall 
between $500,000 and $600,000 in calendar year 2000. Project officials informed 

Subcommittee staff that they did not have out year budget plans for either equipment and 
supplies or operational activities. The Subcommittee staff requested the documentation 
used to develop budget projections, but has not yet received that material. 

* The advisory committees have still not been appointed or met, although members have 
finally been selected and their names have been submitted to other agencies for comment. 


1 998 Dr. Masnyk wrote the following about the efforts in Belarus: "Locating the study cohort subjects chosen from 
the list of children with measurements of thyroid radioactivity in 1 986 is proving difficult." Regarding efforts in the 
Ukraine, he wrote: "As in Belarus, the investigators in Uluaine are having difficulty locating members of the 
cohort." Technical Report for the period I April 1998 to 30 June 1998, "Epidemiologic Studies of Radiation 
Induced Thyroid Disease in Belarus (BelAm Thyroid Project) and in Ukraine (UkrAM Project), Submitted by; Ihor 
J. Masnyk, Ph.D., Radiation Effects Branch, DCB, NCI, July 22, 1 998", pp. I and 2. ATTACHMENT 34. 

*** Interview with Dr. Geoffrey Howe, Dr. Michael O’Connor and Dr. Richard Sohn, Columbia University, 
June 24. 1998. 

NCI presentation to NRC, July 6. 1998. ATTACHMENT 35. See also "Reporting Requirement on 
in^gency Agreement No. Res'97-001 'Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus 
(BclAm Thyroid Projea) and in Ukraine (UkrAM Project),’ AND ‘Scientific Protocol for the Study of Leukemia 
and Other Honatologic Diseases Among the Clean*up Workers in Ufa^ine Following the Chernobyl Accident’ 
(UkrAm Leukemia Project)," Submitted by: Ihor J. Masnyk, Ph.D., Radiation Effects Branch, DCB, NCI, July 22, 
1998", p. 4. "It should be noted that there appear to be enou^ funds for the UkrAm Thyroid Project and only 
limits funds in BelAm Thyroid and UkrAm Leukemia projects. The leukemia activity should be adequately 
covered for tiie remaining period of Ac pilot phase; new binds must be allocated if Ac study should be extended to 
a full, long term project. The Belarusian Ayroid project is in need of additional funds, especially if Ac anticipated 
expansion to Ae Gomel area is to be undertaken. The REB staff is currently searching for additional funds." 
ATTACHMENT 34. 

Interviews wiA Dr. Ihor Masnyk, July 16, 1998 and August 20, 1998 and Dr. Bruce Waefaholz, August 
31, 1998 and September 8, 1998, 
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The Chernobyl study is plagued not only by challenging international circumstances but 
also by poor management within a branch of the NCI, and the result has been a delay in the 
collection of important health-related information. Against this background of poor 
management, agencies threatening to cut off funding, scientists resigning over conflicts with NCI 
management, and the extraordinarily long delay in the initiation of the clinical phase of the 
studies, the upper management of NCI in 1 997 gave an award and the NIH Director's award to 
the REB Chief, who is ruruting these projects. The thyroid studies in Chernobyl ate a unique 
opportunity to leam a great deal about the health effects of 1-131 fallout. However, this 
opportunity is being threatened by management problems within NCI. 
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IV. CONCl.lJSION 


NCI’s handling of the 1-131 study and the Chernobyl studies raises some fundamental 
questions about openness and management. These studies have also been jeopardized by 
management problems within the NCI. The 1-131 study was delayed for at least 4 years and 
perhaps longer because the NCI did not give the project appropriate priority despite a 
Congressional mandate, clear signals of strong interest from the public and governmental 
entities, and a public health ethic to provide citizens with important health information in a 
timely fashion. 

The studies of the health effects of the Chernobyl accident (particularly the two studies 
focusing on thyroid cancer in Belarus and the Ukraine) have been delayed far beyond expected 
time lines established in the International Protocols for the projects. Operations of the projects 
are threatened because they lack a secure source of funding for equipment needs beyond the next 
fiscal year. The projects also lack fundamental management tools - - intermediate/long term 
budget plans, and management and milestone plans - necessary for proper planning, coordination 
of activities and assessment of project status and problems. In these respects, the projects have 
not even met the management and planning standards that the NCI sets for its own contractors 
and grantees. Scientists formerly and currently associated with the project believe there has been 
a lack of timely decision making and a failure to delegate the authorities needed to facilitate daily 
operations of the projects. 

As a result of these and other factors, it is uncertain whether the Chernobyl projects will 
be able to locate and screen the human participants (cohorts) that are so critical to the success of 
the studies. NCI recently hired Columbia University to serve as a contractor to the study. This 
may improve the operations of the project, and increase the pace of activities. However, 
Columbia is only a service contractor, operating at the direction of, and through, NCI. The 
fundamental problems with respect to planning and budgeting still remain. 

The management of the REB has also displayed a reluctance to share information on the 
1-131 and Chernobyl projects with the public, states and federal entities in a complete and timely 
manner. The findings of the Subcommittee’s investigation into this matter also raise a question 
whether the NCI appreciates the public’s right to and desire for input into this area of health 
effects research. An appropriate level of appreciation for openness in fact may have assisted the 
NCI in placing priority on the progress of these projects. 

The actions of NCI in these studies stand in stark contrast to the model that is now 
employed by the Centers for Disease Control and Prevention (CDC) to assess dose and health 
impacts of radiation releases from federal nuclear weapons plants. Those processes employ a 
high degree of openness and broad public participation. For example, the Memorandum of 
Understanding (MOU) between DOE and HHS governing the assessment of health impacts of 
DOE nuclear- related research and development activities places great emphasis on openness and 
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public involvement in setting the research agenda and in the actual conduct of the studies. It 
establishes a federal advisory committee that includes public health officials, public interest 
groups and affected parties. Representatives of the population to be studied in any project are 
included on the review panel established to perform the study. Results are required to be 
promptly dissemirrated to affected groups and the general public.'” The effort to widely 
disseminate information and include the public in the decision process has improved the 
credibility and public acceptance of the findings that result ftom those efforts. 

The difference in public acceptance and credibility of the studies that have resulted from 
the CDC process compared with public reaction to the 1-131 study underscores the value of 
public participation and opermess.'” Unfortunately, the process established through the MOU is 
limited to the studies coveted under the agreement. Research initiatives instituted by or through 
other HHS agencies that ate outside the MOU do not follow the guidelines and principles set 
forth in that agreement. The difference in the approach taken to this highly charged area of 
research by these agencies suggests the need for HHS to establish Department-wide policies and 
guidelines that will govern the approach to such work. 

This is a matter that should be rectified as more research in this area is delegated to HHS 
and its agencies. Consistent application of the principles of opermess and public participation 
will help to establish the credibility and public acceptance that has been absent in studies of this 
nature. 


After growing for years, the problems recoimted in this report eventually reached the 
level of the NCI Director. At that point, he intervened and took corrective actions. For example, 
as a result of the April 1997 letter from Senator Daschle, the Director took the initiative to ensure 
the report was released. It was the Director who ordered that a risk estimate be performed so 
Americans might have some idea of the potential impact of the weapons test fallout on their 
health. He instituted a tracking system that will follow important Congressional requests. He 
has started a program of interaction with the CDC to try to get more openness and public 
participation in the NCI work. He also delegated some of the management responsibility of the 
Chernobyl studies to an additional NCI employee and directed the Deputy Director of NCI to 
play an active role in a number of radiation health effects research activities. 

These measures ate commendable. It is noteworthy, however, that the top official of the 


"Memorandum ofUndeistanding Between Depaitmentof Energy and Depanment of Health and 
Human Services" May 14, t996. ATTACHMENT 36. 

Although many of these CDC projects concern a population of a defuied geographic mea, whereas the 
NCI's 1-131 study concerned the entire country, a public representative on the 1-131 study could have served a 
useful function in alerting NCI scientists to public concerns and issues related to the study. 

Interview with Dr. Richard Klausner, September 3, 1998. 
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Institute was required to intervene to resolve what should have been basic management activities 
and questions remain concerning the agency's approach to radiation health effects research. It is 
unrealistic, and an inefficient use of time and resources, for the Director, or his Deputy, to serve 
as the daily monitor of activities in the area of radiation effects research. Indeed, a number of 
serious management problems affecting the Chernobyl projects are still unresolved. Hopefully, 
some of the changes instituted by the Director will begin to effect some systemic improvements. 
The public interest would be better served by an institutional management that recognizes the 
importance of openness and public participation. 

There is also a need for HHS to become more actively involved in these issues and take 
actions that will ensure that openness and good management are applied consistently throughout 
the Department in all of its radiation health effects research projects. To that end, the staff 
respectfully recommends that: 

1 . HHS should establish Department-wide iK>licies and procedures to ensure openness 
and public participation in radiation health effects research, so that there will be 
consistency in the Department’s approach to this important issue. 

2. HHS should institute an independent management and scientific audit of the 
Chernobyl projects to identify the areas that warrant improvement in order to increase the 
chances of successful completion of the studies. 
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DEPARTM£^fT OF HEALTH & HUMAN SERVICES 


Public Health Service 


■National Institutes of Health 
National Cancer Institute 
Sethesda. Maryland 20892 


DATE: December 19. 1997 


TO: Dr. Richard Klausner, Director, NCI 

FROM: Charles Land, Ph D , Health Statistician, DCEG/EBP/REB 

THROUGH: Director, DCEG 


SUBJECT: Uncertainty of estimated thyroid cancer risk related to '*'1 fallout from the 

Nevada Test Site; Correction of my memo of September 23, 1997, and some 
related developments 


In my memorandum of September 23, 1997, on “Calculation of lifetime thyroid cancer risk for. 
an average thyroid dose of 0.02 Gy from 1-131 in fallout," I presented the method used to 
calculate the estimates included in the press release of August 1 . The range of estimates was 
from 7,500 to 75,000, reflecting assumed values from 0. 1 to 1.0 for the relative biological 
effectiveness of thyroid dose from '*‘1 as compared to gamma ray and x ray in the induction of 
thyroid cancer. In my memo, I also included a short paragraph illustrating the consequences 
of statistical and subjective uncertainty about the excess relative risk coefficient (7.7 at 1 C^) 
estimated by Ron et al. and about the average population thyroid dose (0.02 Gy) estimated in 
the NCI report That paragraph, which was not included in the press release, is given below: 

“The range of estimates does not take into account siatisticai uncertainty about the Ron 
coefficients or statistical and subjective uncertainty about the estimated average dose. The 
Ron estimate of ERRioy « 7.7 had 95% confidence limits 2. 1-28.7, corresponding to a 
geometric standard deviation (GSD) of about 1.95. The average dose estimated by the NCI, 

2 rad, was assigned a GSD of 3, and therefore the product of that dose and the estimated 
ERR at I rad has a GSD of 3 6 (calculated as the exponential of the square root of the sum of 
squares of the natural logarithms of 1.95 and 3). Approximate 95% confidence limits for the 
number of excess cases are obtained by dividing and multiplying by 12 4 (=3.6^ ®*). Thus, for 
example, ignoring all ocher possible sources of error, an estimate of 49,000 lifetime excess 
cases (corresponding to RBE=0.66) would have confidence limits 4,000-608,000.” 

In the above calculation, I used the wrong value for the GSD of the average dose estimate, 
i.e., 3 instead of 1.4, (An approximate 95% uncertainty range of 1 to 4 was given in the 
Executive Summary of the report for the average dose estimate of 2 rad. Thus, the lower and 
upper limits are factors of 2 lower and higher than the point estimate, corresponding to a GSD 
equal to the square root of2 (2*'”*), or about 1.4.) I asked about “error,” heard “3." and 
assumed it was the GSD The corrected paragraph, beginning with the third sentence, now 
reads as follows; 


“The average dose estimated by the NCI, 2 rad. was assigned a GSD of 1.4, and therefore the 
product of that dose and the estimated ERR at 1 rad has a GSD of 2.1 (calculated as the 
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exponential of the square root of the sum of squares of the natural logarithms of 1.95 and 
1.4), Approximate 95% confidence limits for the number of excess cases are obtained by 
dividing and multiplying by 4.3 (=2.1”*). Thus, for example, ignoring all other possible 
sources of error, an estimate of 49,000 lifetime excess cases (corresponding to RBE=0.66) 
would have confidence limits 11,300-212,000.” 

The corrected range of uncertainty due to the risk coefficient and the dose estimate is only 
one-third as large as I originally estimated. A corrected version of my memo of September 23 
is attached (Att. 1). Also attached (Alt 2) is material used in the overheads for my 
presentation to the first meeting of the NAS/IOM ruivisory committee on December 1 8, to 
which I have added some further material at the end in case I have to give the talk again. 

Yours sincerely. 


Charles Land 



143 


fittX 

DEPARTMENT OP HEALTH au HUMAN SERVICES Public Health Service 


National Institutes of Health 
National Cancer Institute 
Bethesda, Maryland 20892 


DATE; 

TO: 

FROM: 

THROUGH: 

SUBJECT: 


December 18, 1997 

Dr. Richard Klausner, Director, NCI 

Charles Land, Ph.D., Health Statistician, DCEG/EBP/REB 
Director, DCEG 

Calculation of lifetime thyroid cancer risk for an average thyroid dose of 0.02 
Gy from 1-13 1 in fallout (corrected) 


My calculations of the thyroid cancer risk that might be associated with exposure to the 
American public to fallout from the Nevada Test Site resulted in an estimated range of 
7,500 to 75,000 excess thyroid cancers during the lifetimes of those exposed before 20 years 
of age. This range of estimates may be compared with about 400,000 expected, according to 
current SEER rates, among this segment of the US population. Thus, the estimated excess is 
between 2% and 19% of what might be expected in the absence of exposure. The calculations 
were based on a published, pooled analysis of thyroid cancer risk data from 5 cohort studies 
of populations exposed during childhood to medical x ray, or to gamma ray from the atomic 
bombings of Hiroshima and Nagasaki (Ron et al, 1995). They also incorporate various 
assumptions about the relative biological effectiveness (RBE) of ‘*‘1 compared to x ray or 
gamma ray. Significant excess risk was assumed to occur only following exposure before 20 - 

years of age, in accordance with the epidemiological literature. A linear dose response was _ 
assumed, and the dose-specific excess relative risk, which was assumed to decrease sharply 
with increasing age at exposure, was also assumed to remain constant over the lifetime of the 
exposed population. 


The calculations (see the attached Excel spreadsheet) 


Column 1 identifies the exposure ages considered. The first year of life was treated separately 
and older ages were grouped; 1 - 4 , 5-9, 10 - 14 , and 15 - 19 . Exposure at ages older than 20 
was ignored because there is little or no evidence of an excess cancer risk associated with 
exposure in adult life even to gamma and x-ray radiation. Columns 2 and 3 give the estimated 
number of persons in the 1 952 population of the US, by age and sex, as interpolated from 
1950 and 1960 census numbers. The total number exposed at ages 0-19 also includes 
persons bom in 1953, 1954, etc., but the entry into the population of newborn persons is 
largely compensated by the loss of persons reaching age 20 in the same years With a linear 
dose-response model and lifetime excess risk, error introduced by acting as if the population 
0-19 years of age in 1952 received all the dose that was actually received by those who were 
0-19 years old during any part of the above-ground testing period is relatively unimportant. 

Column 4 gives age-specific average thyroid doses in rad corresponding to the assumed 
average dose of 2 rad (0.02 Gy), based on information provided by Andre Bouville (this is 
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why the 6rst year of life was separated from the next four). As you know, thyroid doses to 
children are larger than those for adults because of smaller gland size, higher milk intake, and 
higher metabolism. 

Column 5 gives age-specific, linear dose-response coefficients for x ray and gamma ray, 
derived from Ron et al (1995). Their overall coefficient for excess relative risk (ERR) at I rad 
was 0.077. They also did analyses suggesting that the ERR decreases by a factor of 2 for 
each successive 5-year interval of age at exposure, over the range 0-14 years of age. I 
derived the values in column 5 from the Ron et a! analysis, and extended the 2-foId reduction 
rule to 15-19 years at exposure. In each subsection, the age-specific coefficients have been 
multiplied by the specified RBE value. 

Columns 6 and 7 are the estimated lifetime excess thyroid cancer rates for males and females, 
computed by multiplying the product of columns 4 and 5 by 0.25% for males and 0 64% for 
females, respectively; these percentages are the SEER (1973 -1992) report’s estimated lifetime 
thyroid cancer rates for men and women. The 1973-94 SEER volume is now out, and gives 
0.27% for males and 0.66% for females. Use of the new values would increase the total by 
about 4%. 

Columns 8 and 9 were obtained by multiplying columns 2 and 3 by columns 6 and 7, 
respectively, and column 10 is the sum of columns 8 and 9. One implication of column 10 is 
that 75% of all the excess risk is estimated to result from exposure during the first 5 years of 
life. 

The calculations are repeated for RBE values of 1.0, 0 66, 0 3, and 0. 1 
Sources of uncertainty 

NCRP report No.80, “Induction of Thyroid Cancer by Ionizing Radiation.” 1985, gave a 
range ofO.l to 1.0 for the RBE of thyroid dose from ingested or inhaled 1-131 compared to 
gamma ray or x ray, based on experimental studies. The report recommended 0,3 for 
radiation protection purposes, as the highest credible value. The NCRP report also stated 
that the RBE of ‘^*1 relative to x ray may be lower at high doses and dose rates, and higher 
(nearer to x ray in effectiveness) at low doses and dose rates. Thus, Walinder (1972, 
summarized in the NCRP report) obtained an RBE of 0. 1 using ‘’‘I thyroid doses in the range 
2200-11, 000 rad whereas Lee et al (1982) found near equivalence using dose groups at 80, 
330, and 850 rad. Laird (1987) conducted parallel and combined analyses of 6 cohorts of 
children exposed to external radiation and one exposed to ‘^*1, and reevaluated experimental 
data from the large study by Lee et a! (1982) specifically designed to investigate the RBE of 
Her RBE estimate was 0.66 with 95% confidence limits 0, 14-3.15 (however, there is no 
support that I know of for an RBE greater than 1) The RBE value at low doses remains a 
contentious issue. 

The range of estimates does not take into account statistical uncertainly about the Ron 
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coefficients or statistical and subjective uncert^^ about the estimated average dose. The 
Ron estimate of ERRsq^ == 7.7 had 95% cof^^nce limits 2. 1-28.7, corresponding to a 
geometric standard deviation (GSD) of ^>out 1 .95. The average dose estimated by the NCI, 

2 rad, was assigned a GSD of 1.4, and therefore the product of that dose and the estimated 
ERR at I rad has a GSD of 2. 1 (calculated as the exponential of the square root of the sum of 
squares of the natural logarithms of 1.95 and 1.4), Approximate 95% confidence limits for 
the number of excess cases are obtained by dividing and multiplying by 4.3 (=2.1”*). Thus, 
for example, ignoring all othff possible sources of error, an estimate of 49,000 lifetime excess 
cases (corresponding to RBE=0.66) would have confidence limits 11,300-212,000. 

According to the model used for the estim^es, ERR is constant over time following exposure, 
and about one third of the total excess lifetime risk among men in the exposed population, and 
about half among women, should already have taken place. It is possible, however, that the 
actual excess relative risk per unit dose may decline over time following exposure, most of 
which occurred over 40 years ago. Ron et at found significant variation by time following 
exposure, but did not find a statistically significant trend. At the present time there are few 
data on radiation-related thyroid cancer risk 40 or more years following exposure during 
childhood, and therefore little basis for a discussion of the question. 
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ERR at 1 

Excess rale flifetimel # lifetime exces.s thvroid cancers 
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Females 

average 

rad ^on 

Males 

Females 

Males 

Females 

Total 

exp. 



thyroid 
dose (rad) 

etal, 1995) 










1. RBBsl 





0 

1.757.800 

1,698,600 

10.3 

0.096 

0.002524 

0.00646 

4,435.8 

10,973.2 

15,409 0 

1-4 

7.171,000 

8.931,200 

6.7 

0.098 

0.001642 

0.004202 

11,771.2 

29.126.6 

40.897.8 

5-9 

7,174,043 

6.929.430 

4.5 

0.049 

Q.Q00551 

0.001411 

3,954,7 

9,778.8 

13,733.5 

tO-14 

6,236,357 

6.023,970 

2.8 

0-0245 

0.000172 

0.000439 

1,069-5 

2,644.8 

3,714.3 

15-19 

5,916.664 

5,715,114 

1.8 

0.01225 

S.5tE-OS 

0.000141 

326.2 

806.5 

1.132.7 

Total 

28,255.864 

27,-298,314 





21,557 

53,330 

74,887 





2. RBE = 0.66 





0 

1.757,800 

1.698,600 

10.3 

0.06468 

0.001666 

0.004264 

2,927.6 

7,242.3 

10.170,0 

1-4 

7,171,000 

6.931,200 

6.7 

0.06468 

0.001083 

0.002773 

7,769.0 

19,223.5 

26,992.5 

5-9 

7.174.043 

6,929,430 

4.5 

0.03234 

0.000364 

0.000931 

2,610.1 

6,454.0 

9,064.1 

10-14 

6,236,357 

6,023,970 

2.8 

0.01617 

0.000113 

0.00029 

705.9 

1,745.5 

2,451.4 

15-19 

5,916.664 

5,715.114 

1.8 

0.008085 

3.64E-05 

9.31E-05 

215.3 

532.3 

747.6 

Total 

28:255.864 

27,298,314 





14,228 

35,193 

49,426 





3. RBE = 0.3 





0 

1.757.800 

1.698,600 

10.3 

0.0294 

0.000757 

0.001938 

1,330.7 

3,292.0 

4,622.7 

1-4 
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6.931,200 
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0.000492 

0.0012S1 
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5,929.430 
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0 0147 
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4,1201 
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Z.8 
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1,114,3 
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5,916,664 

5,715,114 

1.8 

0.003675 

1.65E-05 

4.23E-05 

97.8 

242.0 

339.8 

Total 

28.255,864 

27.298.314 


4. RBEaO.1 



6,467 

15,999 

22.466 

0 

1 ,757.800 

1,698.600 

10.3 

0.0098 

0.000252 

0.000646 

443.6 

1 .097.3 

1,540.9 

1-4 

7.171.000 

6 931,200 

6.7 

00098 

0.000164 

0.00042 

1,177.1 

2,912.7 

4,089,8 

5-9 

7.174.043 

6.929,430 

4.5 

0 0049 

S.51E-05 

0.000141 

395.5 

977,9 

1,373.4 

10-14 

6,236.357 

6,023,970 

2.8 

0.00245 

1.72E-05 

4.39E-05 

107,0 

264.5 

371.4 

15-19 

5,916.664 

5715.114 

1.8 

0.001225 

5.51 E-06 

1.41E-05 

32.6 

80,7 

113.3 

Tola! 

28.265,864 27,298.314 





2,156 

5,333 

7,489 
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Calculation of the Estimated Lifetime Risk of Radiation-Related 
Thyroid Cancer in the U.S. Population from NTS Fallout 
Charles Land 

(Presented at the NAS/IOM advisory committee meeting, 12/18/97) 

1. Thyroid cancer risk associated with gamma-ray and x-ray exposure, 
from studies of the Hiroshima-Nagasaki survivors and of various 
medically-exposed populations, is well quantified. Findings are 
summarized in a pooled analysis of seven studies (Ron et al, Radiation 
Research 1995; 141:259-277). 

• The evidence for a radiation-related risk is strong for childhood 
exposure, and weak or non-existent for adult e.xpo$ure. 

• Dose-specific excess risk decreases with increasing age at 
exposure.' At ages 5-9, it is about half that associated with 
exposure at ages 0-4, and at 10-14 it is about half that at 5-9. 

• For any given exposure age, excess risk appears to be proportional 
to thyroid dose (linear dose response). 

• Ron et al. estimated an excess relative risk (ERR) of 7.7 per Gy, or 
0.077 per rad, for childhood exposure at ages younger than 15. 

2. The average (case-weighted) exposure age in the pooled data was a 
little over 4 Vi years. By linear interpolation between the midpoints of 
the first two intervals, and extension of the observed reduction in ERR 
with increasing age at exposure, the following age-specific coefficients 
were inferred: 

Age at exposure ERR at 1 rad 

0-4 0.098 

5-9 0.049 

10-14 0.0245 

0.01225 
negligible 


15-19 

i20 
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3. Although there was evidence of variation in radiation-related 
relative risk over time following exposure, there was no evidence of a 
trend. Accordingly, ERR was assumed to remain constant over the 
remainder of life. 

4. Data on risk associated with thyroid exposnre from ingested or 
inhaled suggest that there is a risk, but precise dose-response 
estimates are not available. Accordingly, it is reasonable to use the 
coefficients developed from data on x-ray and gamma-ray exposure , 
with an appropriate value for the relative biological effectiveness of '^4 
compared to gamma rays or x rays. 

• NCRP report No.80, “Induction of Thyroid Cancer by Ionizing 
Radiation,” 1985, gave a range of 0.1 to 1.0 for the RBE, based on 
experimental studies. The report recommended 0.3 for radiation 
protection purposes, as the highest credible value. The NCRP 
report also stated that the RBE of ‘^'I relative to x ray may be 
lower at high doses and dose rates, and higher (nearer to x ray in 
effectiveness) at low doses and dose rates. 

• Thus, Walinder (1972, summarized in the NCRP report) obtained 
an RBE of 0.1 Using ‘^‘I thyroid doses in the range 2200-11,000 
rad, whereas 

• Lee et al (1982) found near equivalence using dose groups at 80, 
330, and 850 rad. 

• Laird (1987) conducted parallel and combined analyses of 6 
cohorts of children exposed to external radiation and one exposed 
to '^'I, and reevaluated experimental data from the large study by 
Lee et al (1982) specifically designed to investigate the RBE of '^‘I. 
Her RBE estimate was 0.66 with 95% confidence limits 0.14-3.15 
(however, there is little or no support for an RBE greater than 1). 

• The RBE value at low doses remains a contentious issue. 

• In the calculations for NCI, RBE values of 1, 0.66, 0.33, and 0.1 
were assumed. 
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5. In addition to being more sensitive to the carcinogenic effects of 
ionizing radiation, the thyroid glands of children receive higher doses 
from ingested or inhaled “‘I than do the glands of adults, because of 
smaller gland size, higher intake of milk, and higher metabolism. Using 
conversion factors obtained from Dr. Bouville, the estimated average 
thyroid dose of 2 rad to the U.S. population from Nevada Test Site 
fallout was converted to the following values for children: 

Exposure Age Estimated Average Dose 
<1 10.3 

1-4 6.7 

5-9 4.5 

10-14 2.8 

15-19 1.8 

6. Lifetime cumulative thyroid cancer incidence rates of 0.25% for 
males and 0.64% for females, respectively, were assumed, based on the 
SEER report for 1973-1992. The 1973-94 SEER volume is now out, and 
gives 0.27% for males and 0.66% for females. Use of the new values 
would increase the total by about 4%. 

7. For simplicity of calculation, it was assumed that the U.S. population 
in 1952 received the total thyroid dose from NTS fallout in that year, 
instead of spread out over 12 years. This simplification was possible 
because, using a linear dose-response model, lifetime radiation-related 
thyroid cancer risk is proportional to summed collective dose, in person- 
rads, over exposure ages weighted by age-specific risk coefficient. 

8. For each single year of age (column 1 in the spreadsheet), the sex- 
specific estimated numbers of lifetime excess thyroid cancer cases in the 
US due to NTS fallout (cols 8 and 9) were obtained as the product of: 

• the number of male or female persons in the 1952 US population 
(columns 2 and 3) 

• the age-specific estimated average cumulative thyroid dose over 
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the entire period of above-ground testing (column 4) 

• the age-specific linear dose-response coefficient (ERR at 1 rad) for 
X ray and gamma ray (column 5), times the assumed RBE for 

• the cumulative lifetime thyroid cancer risk for men or women 
(0.25% or 0.64%), as appropriate. 

9. The age and sex-specific totals were summed over sexes (col 10)and 
ages. The sums are given below columns 8-10 in each table. 

10. Besides uncertainty about the RBE, there is also statistical 
uncertainty about the risk coefficients, and subjective and statistical 
uncertainty about the average doses used. The combined uncertainty is 
substantial. For example: 

• 95% confidence limits (2.1-28.7) for the Ron estimate of ERRi^y = 
7.7 correspond approximately to a lognormal model geometric 
standard deviation (GSD) of about 1.95. 

• The uncertainty of average dose estimated by the NCI, 2 rad, was 
stated to be between 1 and 4, i.e., a factor of 2 in eacS^direction. 
This corresponds approximately to 95% confidence limits and 
thus to a GSD of about 1.4. 

• Therefore, the product of that dose and the estimated ERR at 1 
rad has a GSD of 2.1 (calculated as the exponential of the square 
root of the sum of squares of the natural logarithms of 1.95 and 
1.4). 

• Approximate 95% confidence limits for the number of excess 
cases can be obtained by dividing and multiplying by 4.3 (=2.1*”’). 
Thus, for example, ignoring all other possible sources of error, an 
estimate of 49,000 lifetime excess cases (corresponding to a fixed 
RBE of 0.66, which here is assumed to be known without error) 
might be given with uncertainty 11,300-212,000. 
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Some supplementary notes: 

1. Continuing with the above example, the following 95% uncertainty 
intervals would be obtained for other RBE value assumptions: 


Assumed RBE 

Central estimate 

95% uncertainty interval 

1.0 

75,000 

17,000-324,000 

0.66 

49,000 

11,300-212,000 

0.3 

22,000 

5,100-95,000 

0.1 

7,500 

1,700-32,000 


2. At the December 18-19 meeting of the National Academy of Sciences 
/Institute of Medicine committee formed to advise the NCI on the public 
health implications of the NCI dose and risk estimates, Dr. Owen 
Hoffman, at the committee’s invitation, presented the results of a Monte 
Carlo simulation analysis in which the RBE could be 1.0, 0.66, 0.5, 0.33, 
or 0.2, with probabilities 35%, 40%, 15%, 7%, and 3%, respectively. 
Taking into account this additional degree of uncertainty, he obtained a 
central estimate of 46,000 with 95%_uncertainty limits 8,000-208,000. 
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IS* Psr-tially orlecratad dud vlld ^aeJe rabbits mro fooad soro than 8OO yards 
froo a«m, prwombly M.llod by tho blast..' 1 fare housa 3 sllaa amy bad deers 
tom looos aad ruffarod eth«r cxtsnslvs daaago. 

Ii6. SstaHs liaHoatiac blast, hmt aad othor offoets esaaot bo varkod ccrt 
oatil ths arm SToard tha erator *doals dom*. 

Zt is' this efTiaor's optalea, faerovsr, that Isthal or sststv casuclltlos 
mmld oeear la oaepesod paraonotl ap to two sllas fnm a mrlsty or cersisiastioa 
of caasos, lo., blast, baat, oltrsTiolst aad visalss. 
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a Jalj ISllS 


7^ llcirt Ist^TLMLtj ^mM mSSi-dmat mt sic* sUas to hJ.T« eazuad to^errsy' 
hl±sdsM9 aad thlj vTuld b« loftgT lA» *4g g At shortor dlstAncM* 5«xc^ 

I a; ■ At 20 slloo wr* bot 2 iar»d ^ a iJirs* spot £oc-~l.i m isatos art«r 

shot* Ths ll^t to^sthsr vlth ths hsAt Mad sltrxTlolvt rmdlxtlon 
p^b«.hl7 CAus SATsr^ dsssgs to th« tmpro t sctsd «7*« xLle«| dsaAgs 

suffldsat to pat paz'MEmol- eat c£ «otlea srr^rsl dAj-s if aot pernasntly* IT^. 
of tho parsoaBsl..eb«7«d ths sofctj prvoAatiecs darinc t«rt se that so rach 
laju7 rscolted* 

X7* X c^‘««t dMl of ^^erloQCo -wma ebtalMd e& tho yqalrwato for qtilek 
AdoqoAto BOTiitorlAC* bo«ll.«it rsdle eojaassiestloosj c^ed trsBcpert&tlea 
better Aad asrs ragged Maten Ar« .z^s^olxed* 

Xfl* Xt is thla officer's cplfdon bssod on the dssscs to *Juboi” (2U00 ft)» the 
«tent of the ^jssed uod croe (ap to $00 ft*)« the exist of the eleSTwd off 
ereex (abeot X xtle) « the firm hoose (at 3 slXes) that this ar plo elcn soj a 
Creat say eore eloXeitt than the XOO too test* ■Cctsserratlre* eatlmtes 

by the eeleatlflc g r cu pe pat It at least eqalTslst to 10^000 toe of T>V*7* 

15* 'VilXe BO booss area lirveatlcated recslTed a daosercos aaoa^« ls*» oo 
sere than aB aocosiXated tec ee^cs doea^e of £0r« the dost ootfalX free the 
-mrlees pertless of the cl^od sea poteatlaXIy a Tory daocerons hesard orer a 
bend aX»st 30 sdXaa -side extendiaf aXerast 90 idles Bortheast of the site* 

20* Xt Is this officer's epialon that ^4* site is too smXL for a repetltleii 
of a siidlar teat of. this eecnitoda except vadar 'le r y special coeditleBS* • 

Xt is 1 e~ i~i ■■! I'eiftr ■ T the site be or a la rger eoejprefcTably vith- a 

radine of at least 150 sdlee vithoat pcpulatiaa^ be obtained if this test is to 
be repeated* 


Coloael Stafford L* barren 

SLf/fp C^idi£ of Medical Secticn 

ManhattaB District 

ce/ MaJ* C«B Oi ' xr t ea (2) 

B.* Oppsoheiecr (1) 

Col* Yarren (1) 
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ATTACHMENT 


4 

Worse than 
we knew 


Btj Pnt Ortmeyer i:- Aqiin Mnkhijani 


Fallout 

exposed nearly 
everyone 
in the United 
States to 
radioactive 
iodine. 

And the 

government 
knew it 


O N ACCCST 1 . THE NaTIONaL C\SC£R [X- 
stttute (NCit re'.-ealed that as a result of 
C.S. nuclear tests conducted in the at- 
liiosphere in Nes'iida. American children were 
actually e.\posed to 13 to H) times as much radi- 
atiun as hiid been previously repoitecL to 
Congress. \s a result, nuuty thotoands of today s 
adults are at risk of developing thyroid cancer. 

This information comes from fragments of a 
congressionally mandated stu^-. 14 years m the 
milking. The set report details estimated radia- 
tion doses to the thyroid gland due to releases 
ol‘ nidioactive iodine l-U. Most of the releases 
occurred from 19.5 1 to 15J-5S. 

.\lthough are;u near die Nevada Test Site 
were most often concaininated. the newly re- 
leiised data show that virtually the entire conti- 
nental Cnited States vvas aifected and "hot 
spots" occtirred in unpredictable places far 
from the site. These hot spots occurr^ bevunse 
rainstorms sometimes nused locally lieavy de- 
posits of fallout. \s a result some children in 
large portions of the MkKvest parts of New 
England, and areas cast and uortiiea.st of the 
test site t (iluho. Montami. and the Oakotas* re- 
ceivctl doses of iovline 1-U iis high ;c> 1 12 r.tds. 

Tiiese ilose estimates reler m>t to whole-lantv 
ev^NisMie. hut to the cuocentratitm of ualiiie l-'U 
ill the thv roid ghmd. which occurred pnmurilv 
through the ■milk parltway." .\s ct>vv^ und gcMts 
gra/nl in fallout-cootuniiniteil pastuiX'S. KKlinc 
III cnntaininatcd their milk. Clnhln-u rcteiv etl 
high till roid l♦rC".nts«- tiu-v drank much 


Z’/i/ Ortnm/< > i» I’nlfVdfh nh>nliiuihu ft‘t ilu- 
lioltluW /('»• iiiul Eftiinutiiifiihil tli - 

ihrU . iiitil riHiiui’Zin’^ftlittu-iifrltr 
fiiti- 'i Science tor Oeuiocraric .Action. .-\»jru« 
Miikhijiint i.\ furwU 'it •‘f tf.fn. 


more milk than iujults. they hod smaller thv- 
roids. and their tluTOids were growing. In male- 
ing its couiity-bv -county estimates, xci used 
both milk production mid consumption patterns 
;»s well ib weather daCo. 

What the government knew 
Given the location of the t/.S. test site, none of 
the .v'Ci's findings should come as a suiprise to 
the nuclear weapons establishment, which 
knew from the beginning dtat a western test site 
would spiead contaminadon across most ofthe 
country. In L94iS. for insrance. the committee 
assigned to chuo.sing a locsitiun wus told by L'.S. 
.Air Force .Aleteorologisr Col. B. C. Holzsnan 
that iin East Covest site would be advisable "be- 
cause tile Cnited States is predominantly under 
rile inlluence of westeriy wintls."' 

Instead, the committee chose a western site 
because the w-eapons labs were neiuby. which it 
felt vvoiikl be helpful in 'accelerating the pace 
ofthe weapons development program.'- 

E.vtiinates of thyroid doses, lirst reported in 
te.vtimoiH to Congress in and still citevl 

in IMHT— raiigetl Vcom 0.2 to 0.4 rati. (.Atcorti- 
ing to die \a. 11,4 rad is roughly the radiation 
d<isc deliveretl l>y one maimnognmi.J But 
.American cliililiA-n on average iictually nrceiveil 
an e.stiiitiiUil cimiiilative dose to the thy roid of 
(i to UuhIs. ;ind in the 24 most heavily tTintani- 
inated conntivs. doses weiv hcriveeo 2. and 
1 12 rails. 

Tliv i spoMiiT olTnillion.s ol chiUlreii i.s espe- 
Ciallv tronhling li. van.'c much ol it could iia'e 
Ikvii .ivoidi-il. Tin- Atomic Eiu-ngy Caimmission 
I vKi .i Ivafiicd .iluiiit tlic risks of iailoiit anti thr 
pu-vidviicv oi hot s^aits vvifli tlie first .itoniic 
tc't. and tliv vKi u.cs .ivv;iiv of tlic danger ot 
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(.(iittiimia.itetl iniik citiriiij' tnn5l <»f 
tlif ve-.irs iif cestui" in Ne\.nlu. 

Early warning 

Authorities h.ul an eurlv tangible wamincj that 
fallout from nuclear tests would travel far fram 
the site of a detonation and that care would be 
needed to contain it. Fallout was discovered 
200 miles from the test site where ‘TriniK.'* the 
Rrst nuclear bomb, was detonated in .\'ew Mex- 
ico in July 1945. .\s a result. Stafford NV'arren. 
die .'•lanhatcan Project's chief of radiolosical 
safetv'. recommended to Cen. Leslie Groves, 
head of the project, that future tests should be 
conducted at least 150 miles awav from cKdian 
populations.' 

The Trinity test also resulted in at. least one 
hot spot in Indiana, over 1,000 miles awav. \ 
month after the test, customers of the Eastman 
Kodak Companv began complaining idxjut hav- 
ing fogged X-ray film. .After investigating, an 
Eastmiui Kodak phvsicist determined that pack- 
ing material — made from corn husks at a plant 
in Indiana — had been radioacti'.'elv contaminat- 
ed. The physicist also deduced that the origin of 
the contamination was an atomic explosion. His 
knowledge of the secret project was not alto- 
gether surprising; the Kodak Companv ran the 
Tennessee Eastman uranium processing plant 
At the Oak Ridge National Laboratory. 


Kralak also rf[T<iit«l [mihh ins from Tullout 
after the first test in Neviuki in jiuiu.uy 1951. 
hut tills time thev occuired .cs iar away coiii- 
paiiv headquarters in Rochester, New Vork. 
After a snowstorm. Ceicer couiUers at the 
Kodak plant shosved re;idiiigs 25 times above 
normal. When Kodak c-ompl.iined and threat- 
ened to sue. the Atomic Energy Commission 
agreed to give the company “advance infoniia- 
tion on future tests" including “expected distri- 
bution of radioactive material in order to antic- 
ipate local cant;imiiiaCion.“ ‘ 

[ii fact, the entire photographic Rim industry 
vvus w'arned about fallout. Throughout the at- 
mospheric testing program. vEC ofRcials gave 
the photographic industix' maps and forecasts of 
potential contamination, as well as e.vpected 
fallout distributions, which enabled them to 
purchase uncontaminated maceriuis and take 
other protective measures. The National .Asso- 
ciation of Plmtographic Manufiicturers was also 
oiven some data on the nature of the test shots 
“for their own infonnation.* 

But the .vec did not see fit to provide milk- 
producers or consumers vvith similar infomia- 
tion, even when the significance of the milk 
pathwav became dear. 

One of the better known hot spots occurred 
in lAlbanv. Sew York, after the “Simon" test in 
.Apnl 19.53. After a heavy rainstorm, students in 
a college radiochemistiy class noticed that their 



Average cumulative 
Chyroid dose 
(in rads) by county 


Source: Nalianal Career Instiluie 
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Geiger counters shou-ed reuclinos as high as 
LOGO times above normal.’ .^(easurements 
taken from roofs, puddles, buildings, and fo- 
luige around tO'vn shovv^d eqtsallv elevated 
readings. In a 19-54 report, the aeC described 
th(s iiicii.lenr ;i 2 ! "an interestint example of a 
.small ureuof v(?rv intetise hillotit. ' 

8«f the .vEC re[mrt that evyiiiatetl the .\lbaiiv 
incirlent alsts intlicatetl that hiIU>nr as f.(r iis 6<K> 
miles from the test .^ite. in areas >itch ;iswesteni 
Kansas, couki depgstr l.iXH) to lOO.fKK) times 
the n«lio«ti\it^' recortletl in .Afeuiy, Tl»e report 
also tecoimnended that since hot spots were 
more likeK' to occur during months uith Hie 
greatest precipif-ation, Totil lallnut in the Cnit- 
ed States conkl he rednceil sonn^vhut hv 
sfchednline test series in die late full." when 
storms were lea.'thk«h htticcnr.’ 

Thi.s rp«iiimietid.iticiii w'.LS l.ir-^eh ii^tioivtl. 

Deceic and denial 

.Althtmich pnlilic vimcx'iti aixmt hillnnt 'risv in 
the eui'iv ria' u)i>.'ist<-ii{K ilcimil that 
the piif'lie >i;l' in iLm-'i-r tint the \ri vtulUxtioo 
111 iKiik vaiKpiev jf l»-'t. 
inii[*le. ill :!i.- I'nliliv Health S.-iMie «.ts 

.L'kisl til nlif.iiti ii.iik •.1III(H-S in .M ti.sii’ie, (.'tali, 
mar the fi 'C 'its- hi If (III '•-iMve tilth 
iftiiii ,i cuTiim ‘'I tiiii*-' (Miix inw i! Ill a sfort-. mit 
In Mil A |(h;i! t'arnioi l.atv — .U .« time winii the 


majoritv- of residents oFsouthwest Utah obtained 
milk from their oven cows and many others pur- 
chased «nilk from neighboring &fitis. 

.According to MoipmS. SeaLaBdIout moni- 
tor with the Public Health Service, the testing 
pmcedunf vv-as not ver%- useful eithec “In die 
ciueafnuik. we even treated it "ith perchloric 
acid to get rid of all the organic residue. , . . We 
koeiv Sir a fact then that those o.-ridating tech- 
niques completely eliminated any iodine in the 
material that vou were creating.’' 

Studies on uxriitiiils e.'^osed to iodine 13L had 
been ^ing on since tiie L940s. dthou^ the\' 
primarily involved direc-t ineasureTnent of the 
thvroid to rletect icxline uptake rather than 
whetlier the nuliivictivc iodine would eonfamt- 
nafe the .inimal's milk. 

In iy-5-i. fmwever. re.seaX'hers at the Hanford 
Niithtii- Krsmvufiun studied milk samples from 
iln rp fhar Icul been ffvl iiKline l-J L pellets and 
cimvlmlfd Huit similar Midine levels in bovine 
milk ■Mc'gcst tliaclhuline l-Uj vroukf be Rjund 
in viich Hairv pnalucb ;c5 skim milk, cottage 
clivt-sr, .uul whi v, '■ 

ii, |v».oa, tl„. y.iHi-md ofOiiinj Resanrh w'.is 
imnv din-i-t in Htscnssiiig the (i.sk to Immaiis of 

».nli:n- ilk, imiicatimithut *um7 gnutng in 

thi- lu-inhlu.i hiHul 'IK-.II- ,1 iHivIvar power plant 

.uviileiitl 10.0 «m*e't 'iilliciviif I'ftiiv i.soMpem 
.; Ham'vf to Hu- cmisnmffS of their 
milk. ' \koii. IH54. vKf -iimdcvi rese-.irch He- 
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tenniiied tUat tlie elcvaU'd Ifvfis nf itKliiie 
found ill iiniin.ii tlivnikU in \»ei‘e 

linked to fiJIonr from niick*iirt«-sfs ■" 

.\ddidoiiiJ evident of the tLinyer of the milk 
path'vai' 'rtis presented bv' delesrafes to the U'.N. 
Conference on Penceful Uses of Atomic Ener- 
»v- in 19-55. One research papier anjned that ra- 
dioactive iodine deposited in grazing areas be- 
came so higlily c-oncentrated in milk that die 
chen-peniiissible levels of iodine lol in the air 
were ten thousand times too lii^i. Tliis limit 
should be reduced b>' four orders of magnitude 
to assure radiation safetv* for grazing animals. 
Appro.oinately the same reduction is required 
ibr the safetv of humans eating lar^ quantities 
of fresh garden produce and driiiLanc milk from 
covvs grazing on iodine I3l-contaminated pas- 
tufe."“ .\n Oxford Uni\ersit>' delegation to die 
conference stressed that "human beings w*hase 
diet consists largeK' of milk. notabK' iitfants . . . 
because of their vouth may be considered 
super-susceptible to the effects of radiation."'* 
.Although the .Atomic Energv- Commission ig- 
nored these recommendations, elsewhere atti- 
rudes were changing. In 195T. when a Rre at 
Britain's iVmdscale reprocessing plant caused 
die release of beoveen 16.200 and 2T.OOO curies 
sf radioiodine. ofliciaU ordered all milk pro- 
duced within a 200-square-mile area around the 
plant to be dumped as a precautionarv measure. 
By comparison, cumulative releases of iodine 
131 from atmospheric tests during the 19.50s 
vere around loO million curies, but at no time 
.lid (he government order that milk be dumped. 

In 1959. in response to public concerns a^ut 
allout. President Dwight O. Eisenhowercreat- 
txI the Federal Radiation Council and charged 
t with setting federal radiation standards. When 
c was discovered that iodine levels in milk in 
.'tail exceeded its standiuds — and that fallout 
•tiindards were being e.sceeded in hot spots 
■.round the countn — k»te officials in Utali and 
vlinnesota decided to divert contaminated milk 
mm the market, But in 1962. the radiation 
•iinncil iwlui.«e memlien included the chair- 
■laii of die vKt: anti the Secretarv of Defense) 
liuie tile reniarkikble detenuimiOon that the ra- 
•i.itiim guidelines sliuuk! not lie applietl to fall- 
•lit without further detailetl studies because 
my [Ktssihle health risk which inav lie .osotiat- 
il Willi cv(>osiireS even many times above the 
■iitifiv'vis vvoiild iKit result in .i detectable in- 
,f;«se in the incidence oftlisc-.ise. ' Tlie coiiueil 
icocmichided th.il preventive meicsures. pre- 
iinal'lv such .ls diverting milk, mav actuallv 
lave a net .ctherse rather than favorable elFect 

I till- piiblie well-lK-iii'g • tn levtiiiionv iK-hire 


Comjress in council cluunnan Paul C. 
Ttmipkins defended the failure to divert milk 
fnnii rile market (iv claiming that doing so 
wTMild havvcsutsed malnutrition.'* 

In 1962 the .«^*s Fallout Studies Branch 
produced a import indicrating that after the 
"Harn-" test in 1953. children living in St. 
George. Utali may have received doses to the 
thyroid of radioiodine as lii^ as 120 to 440 
rads. The \ec tried to suppress the report, but 
it was eveiitiiallv releasetL However, a commit- 
tee review apjjeiided to the report warned that 
its "specific conclusions must be regarded with 
considerable reservation." 

Tlie evidence ofhigh thyroid doses from con- 
taminated milk continued to grow. In 1966. an- 
other .\ec study showed that ciiildren bodi di- 
rectK* dowmviiid and far away from the test site 
had received lii^ thyroid doses of iodine 131 
from driiildng contaminated milk. The highest 
thvTOid doses were to children directly dmvn- 
wiiid: infants in St. Ceoige. Utali were estimated 
to have received rads. But across the country, 
researchers found significant doses to children 
from iodine fallout: 46 rads in Salt Lake Gty. 
Utah: -56 rads in RosweU. New .\teoco: 31 rads in 
Grand junction. Colorado; 19 rads in .Amahllo. 
Texas; and 1-5 rads in Albany, New York.'* 

Fallout from fallout 

Tlie National Cancer Institute study, only small 
portions of which were released in .August, did 
not direcdy assess the risk of cancer as it relates 
to hiUout. But researchers did predict that some 
10.000 to T3.000 e.i:cess thyroid cancers could 
be expected from the reported doses, and that 
onK- -30 percent of those caiKers had been di^- 
no^ to date. In 19TT the set reported that the 
incidence of thyroid cancer was on the rise; in a 
1969-Tl survey there were 3.9 cases of thyroid 
cancer per 100.000 peo()le. up from 2.4 coses 
per lOO.UOUiit 194? — on increase of 62 percent 
For Caucasians betiveen tlie ages of 20 and >5 
the rote doubled. 

Howev er, concluding that cases of thyroid 
cancer area result of exposure to iodine 131 is 
not struglitforward; during the yean of atmo- 
spheric testing it vvas also common for physi- 
c-ions to treat an o5.soitnie<»t of clisoitlen with N- 
ravs oiitl other r.idiution sources For e.vample. 
fruni the I94l>> to thr li^Tibs. nasal applic-aturs 
containing sv-aletl r-adinni 22C sourc-es vv-ere 
userl to treiit mcsal and inner ear problems and 
to reduce swelling of K tnphoid tissue. 

Tlie N.itir»«ul Cancer [institute estimates that 
armiiKl Ifitt inillion ^)t’«ipU---vitttially everyone 


The National 
Cancer 
Institute 
argues that 
more research is 
needed. 

But wouldn't 
screening 
be more 
useful? 
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living in the Cnited States at the time — re- 
cei' ^ some iodine dose from fallout But those 
most at risk, iiccofding to a peer-reviewed 1995 
study, iire people who vvere e.vposed while 
under 15 >ean of age and who received a radia- 
tion dose of 10 rads or more. The risk is greatest 
For tliuse exposed before the age of Rve.“ 

More specific numbers have not been re- 
leased. but simple demographics coupled urith 
the published numbers indicate that miUioas of 
people who were then under 15 inav have been 
exposed to LO rads or more. i .About Rve to 10 
percent of thvroid cancers are fatal: survivors 
require lifelong treatment with a synthetic thy- 
roid hormone essential for metabolism and 
other phvsiological functions.) 

What should be done? 

The .Varional Cancer Institute, which has been 
working on its studv for neudv 1-t vean. argues 
that more reseiurh is needed. But the need to 
address uncertainties should not be an e.tcuse 
for further delay — the government has a re- 
sponsibility to the 160 million people vvho were 
unknowin^v exposed. The complete report and 
the follow-up studies conducted by the Nation- 
al .Academy of Sciences' Institute of Medicine 
should be released promptly so that those at 
risk cun be notified and given appropriate med-' 
icul screening. 

In its studv of populations exposed to iodine 


131 releases at Hanford, the .Agency for Toxic 
Substances and Disease Rfffistrv recommend- 
ed screening ;Jl those who had received doses 
of 10 Ruds or more. Av erage doses to children in 
the 24 most affected counties in the .vet studv 
were far greater(2T to 112 rads). 

The thyroid survey in the Marshall Islands 
also offers a precedent: although contamination 
levels varied widely and no dose reconstruction 
was carried out. every Marshallese bom be- 
fore 1965 was ev entually offered a free clinical 
e.\'aininaCion. 

These precedents, at Hanford and in the 
Marshall Islands, offer a foundation upon vv-hich 
a public policy response to thvroid doses from 
iodine hillout could be based. 

The -vcc claims that it did not release dose 
data four years ago when the preliminarv resultt 
were known because the report was not vet 
complete. However, public health ofRdals 
should have been informed, given the hi^ dns^ 
estimates for many counties across the countrv. 
If estimated doses were revised downward in 
the Bnal venton, then no harm would have 
been done. Since thyroid cancer is highK* treat- 
able. screening could have been instituted ear- 
lier. possibly saving lives. 

The failure to provide adequate warning of 
the dangers of fallout should not be compound- 
ed bv a failure to release full information to the 
millions affected by iodine 131 fallout from at- 
mospheric nuclear testing. ■ 


H.C. Holziiun. (.'nit(tiSci(r>.WF'o<vvSrjir.vt«(M>- 
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SUFKARY y P.ELATro;tS BgtVECT THZ ASC AHD THg PHOTOCRA?HIC 
IHCUSTRY HSOARDIRQ RAPIOACTIVE CCHTAHIMATICM FROM ATOMIC 
WEAPON TESTS. PHJM JAKUARY THROUGH DECS^ffifcR 1951 

yof br the Secretary 


>Che attsehed report by the Director of Military Application 






ATOMIC ENERGY C9MWISSI0M 

SUMMARY OP RELATI(»S BETWgEM THE AEC AHD THE PHOTOGRAPHIC 
INDUSTRY FEGARDrWG RADIOACTIVE COHTAMIIIATIOM PROM ATOMIC 
WEAPJ^ TESTS. PRCM JANUARY THROUGH DECEMBER 1951 

Report by the Director of Millt»iry Application 


I 1. Dr. A. 


^ 1. Dr. A. K. Chai»an, General Manager of Eastman Kodak 

re ported to Mr. W. E. Kelley, Manager of New York 
Ope^tlons of the AEC, on November 5> 1951* that measurements 
or~^amJw and water at Rochester, New York, showed a ^evel 
of radioW^^vlty that was 500 times the highest previously 
exDerlen’ Mdy followtng atomic bomb tests. As a result, the 
EastTan Kod£l<{ s^pany suspended several of their operations. 
When Mr. KellSy»ased this Information on to the Division of 
Military Appltcattoi , he was asked to have his representatives 
make a personal check with the Eastman Kodak Company to 


determine and report xhe d 
report Is attached as Appe 


lls of what had happened. This 


2. Inasimch as the rresidefit of Eastman Kodak r.aS Indicated 
sr. Ka.-crt 12, 1951, that his cmrsiry mlg-ht have to file elalr.s 
'or redress against the Ooverr.r.ekfl if juiLf tt'tlal expenditures 


fcr redress against the Ooverr.r.ettfl If 


tests, it is possible tq 


t-the sispsnslc.n of 
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operations mentioned above may result In claias being asserted 
against the Coverniscnt. This sunmary is therefore presented 
in order to trace the relations between the AEC and the 
photographic industry since January 1951* Mhca the problem 
arose. 


CWTANIWATIJW FHOH RANGER 

3. On January 29^ 1951* Mr. William C. Babbitt, Managing 
Director of the Rational Association of Photographic Kanufac- 
^turers,* telegraphed Dr. Sayth his fears that the atonic weapon 
,^e_sia\. in .W evada might produce radioactive contaalnation of 
pheugraphic raw materials similar to that which occurred after 
the AiampKBMo teat and asked assistance of the Atomic Energy 
Co.TnisalOi^it4ext of telegram In Appendix "A"). As a result of 
the AlaadgSrao test in Mew Mexico in 19^5* there was radioactive 
c3r.ta.eination(^KiAP«r stiffener board, which is packed with 
film to keep ^L>^oa bending and which was being made at that 


time for the EastaarJ 


Kodak Company by a mill in Indiana on the 


Vabash River. The cMlrman of the Atomic Energy Commission 


wired Kr. Safcbltt back on 


gary 30 (Appendix "A") to the 
that test planning includejl^tentlop. to this proble-m, th- 
Mar.aeer tf Santa Fe Opera 
v.-juld furnish such ir.fontatlor. a 


had beer. Inforeed, and tr.at we 
^o-jld be useful on any c?.-.- 


ta-ir.ated a.-eas that developed, ^her. 

centasi 

..natlcn did appear 

ir. tr.a !r,cv;rsll Ir. upper ::tw Vtric Stit 


in January, the 

:;4K y-rk iperatltr.s office was request 


;he rivisi;.n of 

Military Application to investigate an 



Association of Fhotcgraphic Mai 
■IBVQi^Kiation which, according to a Cep 

ivfiJturers is a 
[i%int of Ccmmerce 


publlcatlon dated 19 * 9 * va» established in nas a paio 

staff of three to five persons, and has Cv to 9 -^ nesbers who 
a-e manufacturers of photogrephle equipment. -ta->V?.9 

BOS 


<£3 
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the photographic Industry- On February 2, the New YorJc Operations 
Office Issued the press release given In Appendix "B". 


4. Dr. Julian H- Webb of the Research Laboratory of the 
Eastman Kodak Company, who had an active "Q* clearance, was 
Invited to a meeting arranged by the Division of Military 
Application In Washington on February 13. to discuss the 
situation. Also present were personnel from the Air Force, 

Naval Research Laboratory, the AEC Divisions of Research, Biology 
and Medicine, and Military Application, and the New York Opera- 
_tl<^ . Office, rnformatlon concerning the detection of radio- 

contamination and Its removal by air and water filtration 
ey-evallable to Dr. Webb. It appeared that the filtration 
systems m^^ady In use In photographic eaulslon plants would 
afford i^J^derable protection. However, mills making photo- 
graphic pap«/^4 not normally cake such stringent precautions 
and. In two at least, appreciable contamination at such 



.Tills had been dete 
Appendix "C".) Dr. 
following the meeting. 
C:.T.r.lsslor. meeting of thej 


;ted- (See sunrary by Dr. English In 
V ebb talked with Dr. Smyth and Mr. Pike 

^e same day, mention was made in a 
*cern of the photographic industry 


Ir. reg’-"- future testsy ?he General Manager lrJ*5rr.ed the 
Dlvlolon of Xilltary ApFllratictlthat the Ccr-lsslcners saw no 
sarlou.'' otrectlon to giving reslJnslfcle people In the l.-.iustry 

-fork, on February 16 end discussed t tpl.-.a 1 1 on problsa 
with officials of the Eastman Kodak CoTFanyj. 


5. Dr. Vebb was designated by the Association cf 

Photographic Kanuracturers as Its represe.-itatlve on these natters 
sr.cther r.eetlr.g on March 6. He -is 


car.f tw Washington 




C9 


9 
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given a copy of a report of February 27 fron the New York 
Operations Office on "Survey of Fall-Out of Radioactive Material 
Following the Las Vegas, Nevada, Test Explosions." He was told 
that there would be additional nuclear detonations at Eniwetok 
during the spring. Arrangements were made to supply him with 
dally maps of the continental united States during the Eniwetok 
tests, showing the areas where radioactive material might be 
expected In the atmosphere and might be brought down to the 
ground by precipitation. • •• 

On March 12, '1951* the President of the Eastman Kodak 
ny wrote to Mr. Pike, saying in part: "This letter is 

alnly to advise you that If the expenditures which may 
be requ^ru become substantial, or if there should be a con-. 
slderab^J^ount of damage to our products resulting from the 
Nevada tescs/OT^ron any future atonic energy tests authorized 
by the Cc«5sJ.smbM or any department of the Government, we will 
very likely have corfile claims for redress against the Govern- 
ment." (See Append.: "D" for full text.) This was answered 
on May 1, i?51, by ks. Pi ke ( Appendix ”S") with an outline of 
hat was being dene to as In mlni-mlzing undesirable effects 
nee that the Atonic Energy Cocr.ission 
f the photographic industry. 


from the test and an assi 


was keen!:.- aware of the prcble.rff of the pho 
.=.-.EP.t.?A7ir:.S Ptf G?SE::H5USE 


7. :r. ::arch 21. 1951, represer. 
of Military Application end Kssearch 
Office attended a meeting In New York of t 
activity of the National Association of Phej 
era. A public announcement that tests ver4 


rrves cf Che Aif Elvlsions 

3 

'd the New York Operations 
—i 

inuBlttee on Radle- 
phlc Manufactur- 
'be conducted at 


Eniwetok had teen irade by the A^ the previous day. EJurlng the 



doe archives 
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meeting, the effects of radioactive material from the Nevada 
tests were discussed and arrangements were made for the New 
York Operations Office to assist the photographic industry In 
detecting and measuring any radioactive contamination that night 
result from the Enlwetok tests. "Q" clearances were Initiated 
for the following members of the Committee: Dr. E. K. Carver 
of the Eastman Kodak Company, Dr. E. B. Middleton of the DuPont 
company, and Kr. K. W. Morreall. Jr., of the Ansco Division of 
General Aniline and Film Corporation. The National Association 
j^h^ j^aponslblllty of keeping other photographic com- 
^^^3 Informed of the problems which might arise and the pre- 
measures to be taken. 

leld trip by Mr. A. E. Gorman, Sanitary Engineer, 
neerlng, AEC, was rade to Rochester In April, 
nt between the Division of Military Application 
c ak Company, with the objective of giving as- 



Ilvlslon^ 

1951, by arri. 
and the east£ 
sistance with regatfal 


to water and air purification. A copy 
□ f his report is atj^ched as Appendix "F”. Hr. Gorman pointed 
out certain lradequacleJ'’I3 the water purification system of 
the Eastman Kodak CompanJ »3d brought to their attention recently 
developed refinements InUlr clje^ning at AEC Installations 
which might be helpful. He spic 
representatives to AEC sponsored 
and air cleaning at the Oak .Ridge '.a 
Massachusetts Institute of lethnolog. 


jiricBlly referred Eastman Kodak 
•search In water purlflcatlcn 

nzj 

c^a^ ^ aborattrv, the 
±)‘ 

and Harvard University 
and subj.dd.ntly juppll.d the. vUh copies p^eports on this 
research. Kr. Gorinan Invited a representa wW E“ttcan Kodak 
to attend the AEC se.lnar on air cleanlnE iiVat Harvard In 
June, 1951, and this Invitation was accepted. 




s 
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g. During GREENHOUSE, dally maps showing possible con- 
taminated areas In the United States were sent as promised over 
the period of the operations to Dr. Webb at the Eastman Kodak 
Company and to the New York Operations Office. This series of 
maps began on April 11 and ended on June 11. A letter of 
June 15 from Dr. Webb (Appendix "G") expressed his appreciation 
for this service. Some contamination was detected by the photo- 
graphic Industry during GREENHOUSE but, as far as we know, there 
was no serious dacsage to photographic supplies. 

..^ jaEPARATIOMS FOR BUSTER-JANG LE 
\lO. A meeting was called in Washington on August 28, 1951, 
by the ^i^sion of Military Application to alert represyntatlves 
of the oho^graphie industry in regard to the BUSTER -JANGLE 
tests. Tres ejkt. were Dr. Carver of Eastman Kodak, Br. Middleton 
of DuPont. !i,^orre8ll of Ansco, and representatives of the 
Air Force, tQpjEC Divisions of Biology and Medicine and Military 
Application, and t»« New York Operations Office. At that meet- 
ing the conferees all "<J" cleared) were given the location and 
the (Tenths of SU3TER-JA»»t» This was classified as Ccnflden- 
tlal, rot Restricted DBt|,put permission was given tc dlsse(aln- 
ate It tc those persons 
needed the Infcrrj 
(The fact that tests 
enncur.cel ty the AEC on the day c; 

were also 6l»an. ‘•''I'" Inrorjr^lon only, a trlsf ssata 

aent or the nature or the shot, (air Orop.p^er. etc.) and 
uere prohlaed a list or shot Oates sihen tl e jejtter were riieO. 
Th.ls was later el.en theai. The representjty/s or the photo- 
graphic induatry stated that the above Inrorasstlon. coupled -1th 
naps shc-.-lns predicted and co.-.rinced cloud tracks sent at 


Ithln the photographic Industry who 
•-atlon tc protect their parts of the Industry, 
;ests were to cordutted at Nevada was publl( 


l-.eetlrg.) 


publicly 
The tt.nferses 
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Intervals, would enable then to schedule their stockpile buying 
80 as to avoid using contaminated iraterlals. The general atti- 
tude of the representatives of the photographic Industry toward 
the possibility of serious damage seemed to be considerably 
relaxed at this meeting In comparison with some of the fears 
they had expressed at earlier meetings. 

11. The Kew York Operations Office worked out a plan in 
conjunction with the Division of Biology and Medicine for the 
sampling of radioactive fall-out at 3^ ground stations of the 
u W au •. Airborne samplers were operated by the Air 
for New York Operations under the same plan. Following 
the op^^^ons, the two sets of data were to be sununariled and 
evaluate^ and comparisons drawn. Particular interest centered 
In fission nreduct Identification, activity, and particle sice 


12. As agreed!^ series of dally prediction and confirma- 
tion maps of cloud tracks were sent to Dr. Webb at Eastman 
Kodak, Dr, Klddletdrr at &jPo nt. and Mr. Morreall at Ansco and 


Kodak, Dr, Klddletdrf at Q 
CO the New York Operation; 


Office for each shot during S'uSTI.’^- 


JANGLS. Tnis series wasytarted on October 2*^ and discontinued 
on December Z as the last JAKa’.S clcud passed out to ssa off the 
East Coast. 

Cn :;cv 5 r:.ter '-3. 1=51. =he "fSer cf -ex V = r>: Creratlcns 


sent In a sujrjr. 2 ry cf the situation r ^^ dlr.g the phcccgraphlo 
Industry (Appendix "H"). The Eastman Kod. lp>o.i;pany had stop- 
ped production on fast photographic papers <Mjon X-ray film 
interleaving paper as a result of redlcactlT-r^ccntarr.inatlon. 
The Defender Division of the DuFsnt Corr.pany stopped operations 


on X-ray film 


one day, Kcve.tler 1, while snow xa 


rer.oved frox the site 


fAJicn^VE, 
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ralka In front of the buiXdlns »n<l roofa adjacent to the 
Coating Departaent were Hashed. Arrangeisents were made for Dr, 
Rolf Eltaasen of the Sanitary Engineering Department of the 
Massachuaetta Institute of Technology to serve under his AEC 
contract as consultant to the photographic industry through the 
National Aasoclatlon of Thotegraphle Hanufacturera in connection 
with the filtration of water to remove fission products. 


SUWttRY AJtP COiCLUSrOIIS 
1^ Following the initial fall-out of radioactive material 


^the Northeastern United States froa RANGER, representatives 
hAtographie industry were given information and assis- 
tance th.^Mble the industry to make preparations to protect 
agaln3t \feq ftt,oactive contamination. They were also given advance 
Infonsation DiQuture test dates to enable purchases of uneon- 
taminated taat^lals to be planned. Finally, they were given 
information proaptl rlafter each test on the expected distribution 
of radioactive amte 'Ul In order to anticipate local contaBsl.ht- 
tion and take preveWive acti on where called for. 


i;. It appears that 
the Atcnic Energy Conmiss' 
phctographic Industry of radios 
weapon tests. 


feasible steps have beer, taken by 
in te^crease the effects or. the 

dive cortatr.lnation frsr atcr.lc 
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HSiMXVOABTTas 
JOINT TASK pones SiVEH 

21 April 1943 

KEHOIlAimiM POR: Adatrcl Faraona 

SUBJECT : Site far Ataolc Boob ^sr^rlxssata . 

1. ?roe a nctcaralaslccl atasdpalnt, there ere three hcalc 
requlrcncnta for e aul table site far ataalc baab erperioenta • 
These arc: 

There should be a rcaaonablc fx^^cney of oee\irr<.*nct» 
of cloud ar veather eondltians to sect the apcratlaoal 
rcq^lremonts for the corpcrlnsatt Thus, If It la caacntlal 
to have clear aklea for the tcat^ a rccaonable percentage 
af -clear aky days should bo recorded la the cllsitlc record 
far the site* Or If It la dcalrablc to crplsdc the bosb In a 
ralaatara, a reasonable freqiaeacy of occurrence of rcinatoras 
should be rccorvLcd« 

b* Wind conditions froa the surface to stratospheric 
’•.re Is should bo such that there can bo no possibility of 
subjecting personnel to rcdlologlccl haaards or surroun d i n g 
lonfi or Veter area to unintentional radioactive c mtari, notion 
c,. The Bsschanloo of octcorolo^lcal proccaSwS f')r the 
site should be adequately vindcratood and the weather pre-^ 
dictions for the site dcoonstrated to be of a high and 
rcllablr occuracT.. 

2. The Marshall Islands In the naln do not ocot these 
tjoteorologlcal requlrencnts ♦ 

c. First, portly cloudy conditions, generally four to 
sis tenths eunulus base 2,000 feet and tops variable* to 
10,000 feet prevail over the- Elands. Scattered ll^t 
■ shovers are eoason throu(^haut . the year- 7or cxpcrlncnts 


10 
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roquirlng a oiaiaun af claudlncsa, thla troplcel crco la c 
paar chalcc. Probcbly the aaat vivid cxcnple of the 
acnaltlvity of the prevclllnc elaudlncaa ta £n expcrlncotcl 
aperetlaa voa the Ahlc<-da 7 teat at Blldnl. Par thla teat, 
c mini nun elaudlncaa vea nlaaat oandatar?* A baab drop 
vauld hnve been Ispoaalble hnd the nverase Mirahnll lalcsd 
eXoudlneaa prcvclled on Ahle'>dA 7 « la the practice drya 
leading up to Ablc-day, bnob dropping olrcr^'.ft frequently 
aborted for failure to aec the- target bceauac of clauda. 

The fact that Ablc^day van aucccaaful daea not alter the 
fact that far cn average expoataacy, the alaalan ahould 
have failed end that a long poetponosent nay have accurred 
^ before a aul ta ble day for the .dsalaa vatild have arrived* 

b. The Vlad condltlona la the Marshall Zalnntehave s eoo- 

plax atructure vhleh tends ta eoc^Ucatc the radiological 
aafety pattern* Vlxtda blov froa the caat froa the aurfnec 
to near 20,000 feet, then ablft to the ucat above thla 
level to hel^ta of 50 ar 60,000 feet, then again blov 
froo an eaatcrly direction In str&toaphero* ooa-> 

plox upper wind atructure, when Interpreted Into dlffualon yt 
radioactive dcbrla, requlrea c readlncas for cvacuctlop of 
P'-'raonael by Bfcvy ahlpa for ovary teat* 

c, . There arc no known oatlafactory acthodologica for fora- 
cootlsg In tropical arcca* The nature 9f atnoophcrle 
tieoceaaea ta Ineonplotcly uadcratood and u a result, th* 
prediction of vtnda, clauda and rain cannot be eeeoapLlahrd 
with a reliable oeeuroey* 

Purthcr, bccauac of the paucity of existing weather 
atatlono in the Msrahall lalcndo en undcrtaUjig of an atonle 
bomb cxperlQcnt in thlo area rcqiiirco the oupnnrt of a very 
alzsablc seteorologleal force. The oodatlnG weather stations 
reqialre augmentation by personnel and spcclallaed equipment 
for oai slng very high level ataoophcrle aoundlnga* Hev stations 
have to be eatabllahcd generally on uninhabited atollo. 73r' * 
the a/JfDSTQBS Operation, approxlnctcly three hundred thirty 
(330) officers and aen were required for oetvnrolocleol 
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support* Despite this nuaber of aen, there enn be no hl^h 
asaurence that the predictions for tventy-four (24) hours and 
bc 7 oad for critical test days viU be cceiircte because of the 
Incooplete unders tandln^; of tropical oetcorolos7« 

4 *. In cansldcrins c passible site In the United States for 
atoQlc boob experiments, it vould appear that the most cogent 
requirenent vould be one of sefety* This requirement can b*. 
easily aet by choosing a climatic region vhcre the vlnds 
stratospheric leeelo shov a consistent direetlm such that there 
can be little or no probability of radloaetivo debris 
aniXLtentionally eontaninatlng personnel and surrounding land 
and vnter areas. Because the XTaltod States is prcdo n l n e n tly 
under the Influence of prevailieg vcsterly vlnds, it sects 
obvious that the eastern coast areas of the United States nay 
provide a suitable site* For example, the coastal areas of 
Vorth.Caxollna arc- influenced by prevailing vest to northwest 
vlnds to at least 00,000 feet throu^iout ell scasona of the 
year. 

Along the coastal areas of Verth Carolina, there ar» 
frequent storms, but these altcrnat;. vlth pcrl''ds of fair 
; * ther vlth small amounts of cloud, i^dicti^os of wcatlu 
g-nd vlnds can be made generally vlth high aceurney for 
tvonty-four (24) hours and vlth oodcrato accuracy r*>r m 
much as six (6) dayo In advance. There Is als ^ the laportrj 
advantage of the existcmcc of an adequate mctcox^loglcal. nsi 
voric vhich provide hl^ level soundings vlth a olniLsim 
expenditure of effort. 


/o/ B.O. H0LSK;jf 
Colonel, US*\F 
Staff HsteorolccU® 
JTF-T 
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THE PROBLEM 


, 1. To revletf the requireaents for a tost site additional 
to Enlwatok Proving Grounds for testing atouilc weapons^ and to 
nake rccoamendatlon to the Special Committee of the National 
Security Council for the early development and use of at least 
one location. * ' classificasiok casc^lzd 

r/ AlTHOSin* C? X .L. LLL.t.e.i.^i^U ^.C 
• BACKCR0U?3 aY /f./Tjlw DATS 

2. The desirability of a continental atonic test site ^for 
the post-world War 'H Weapons Program was recogntred as early as 
19^7k Such a proposal was considered during the early planning 
for Operation SANDSTONE. General Hull, as SANDSTONE Task Force 
Cocfliander, later recommended consideration of a U.S, site follov.'- 
ing his experience with off-shore operations and extended supply 


lines during Operation SANDSTONS.ln 1948. As a result of General 
Hull*s recommendation, the AroedForces Spccj^l Weapons Project 
undertook a study of possible CT.S. test sites, and this study, 

t ailed ”KUrnSG'*, Is attached as Appendix ”3". This study, while 
ot conclusive but Indicating the arld-Southvest as a preferred 
^ccatlon, was laid aside in early 19^9 by the AEC for possib le 
later consideration In the event of an emergency;^ 


3. At the request of Chief of Staff, USAP, the Armed Forces 
p'?c=ir.l Weapons Project again in the summer of 1950 studied the 
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subject of a continental site with the vlaw of finding a suit- 
able location for GREEi-iHOUSE should use of Enlv/etok be denied. 

The study provided the same Indication that the Southwestern 
United States area was preferred, and gave population figures, 
corrected froa 1950 Census data. Meteorological conditions were 
shown to be excellent for radiological safety in r estrictin g the 
area down-wind tdiich aav. be contaminated from cloud fall-out. 

The^ Joint Task Force Three Alternate GREENHOUSE plan called for 
an ^austere" operation in that area. An examination of the Las 
Vegas Bombing and Gunnery Range in Southwestern Nevada was made 
in, support of this plan by the flrra of Holmes and Narver, by 
contract for AEC. Their report (Appendix "C”) covers those facts 
which are apparently pertinent to the conduct of a CREE?4K0USi-ti?‘ 
operation. •. 

4, Recent discussions in the AEC and the Department of De- 
,.fen8c have led to a National Security Council directive of 
November 14, 1950, (Appendix "A") which directs, the AEC, with De- 
partment of Defense assistance, to make this study and recepmond 
a site for early development and use. A survey of the _Las Vegas 
range, more complete than the Holmes and Narver e.xamlnatlon, is 
now being 'conducted for the AEC by the Office, Chief of Engineeri 




The results o*f this survey will become available during the latt< 
part* of December, 1950. 


DISCUSSION 

5. in considering the need for an additional test site tv/o 
fimdaccntal uses are sce.n. The first Is that of a site supple- 
mental to Eniwetok and Acchttka for some purposes, capable of 
serving economy In terms of time, personnel, equipment and mono; 
and, above all, to expedite the weapons development program. Ti" 
second is that of an emergency alternate to overseas sites, at i: 
location where Its basic security atid general accesslcillty can; 
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be* jeopardized by eneay action. 

6. Only Partial Solution . It should be noted, that, at the 
present tlsie, no site within the United States can be considered 
a completely satisfactory alternate to overseas sites. If a 
f relatively long time for site development were acceptable, on- 

, continent sites outside the U.S., with suitable International 
arrangements, could offer advantages of remoteness for the high- 
order yields to be anticipated both in the fission and thenco- 
nuclear fields, and for the special radiological safety problems 
introduced by an experiment such as fche underground shot now 
• planned for Amchltka. The cvirrent urgency, ho^rever, centers on 
** a. site of much smaller capacity. 


7. Criteria for ygw Site . The factors controlling the 
’selection of a continental atomic test site Include primarily the ' 
follcwlng: 

a. Radlolcnical Safety . Population density, favor- 
able meteoroXcstcalToI^rtions and ability to'predlct 
them accurately. 

Physical Reoulreme.nts . Size, climate, tocography, 
location and water. 

c. Availability . High desirability of usl.ng Govern- 
ment-controlled lend to expedite initiation of develop- 
ment for use at the earliest practicable time, 

d. Operational Pacllities . Good air and surface 
transportation, cocsnunlcatlons, pot:er, nearby civilian 
community as a base for logistic support. 

•8. Radiological Safety . For the protection of the popula- 
tion existing near the test site, favorable meteorological condi- 
tions and wind structures, accompanied by the capability for ac- 
curate predictions, are necessary to permit firing of test shets 
at times selected for desired direction of drift and conditions 
of fall-out. Meteorological studies of various areas, similar to 
those Included In the "NUTflSG" study have eliminated certain areas 
from further consideration, due to poor wind structure, frequency 
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of unpredictable weather changes or low percentage of days on 
which desirable ncteorological shot conditions i«ay be anticipated. 


9. It is recognized that the problem of raaiological safety 
is most critical In site selection. Kot only must high safety- 
factors be established in fact, but the acceptance of these 
factors by the general public must be insured by Judicious handl- 
ing of the* public Inforaatlon program. Safety hazards such as 
those which existed for the 19^5 test at Trinity can be greatly 
reduced by such means as pa7lng the zero area to reduce 'dust 
volume, using higher towers, and shooting under weather conditions 
forecast for maximum safety instead of to a rigid schedule as was 
necessairy for military reasons at Trinity. By such means as 
these, and talcing advantage of n;or» sparsely populated area s, it 
is'belleved ‘certain continental sites would permit a substantial 
improvement in predicted safety over the Trinity shot (Appendix "F). 

10. Finally, two broad conclusions have been reached by 
authorities v/ho have considered this subject. These^are: 

a. Shots up to 25,000 tons THT equivalent can cer- 
tainly, and shots up to 50,000 tons TNT equlvalc.nt can 
probably, be detonated within acceptable safety limits 
In the continental U.S. 

b. Results of actual shots and relatively low-ordor 
encx*gy release should be utilized as a basis for esti- 
mating acceptable limiting yields for later shots, and 
the above limits nay eventually be. raised considerably. 




11. These tv/o conclusions have been considered at length, 
and there seems to be no douht among experts that a continental 
site can be used safely for atomic testing of shots of relatively 
low order yields. There will of course be a specific examination 
of radiological safety factors in connection with and before each 
planned experl.Tcnt, in the light of the nuclear composition and 
predicted performance of the weapon in question. Meanwhile, ap- 
proval of a continental site for development and us 2 can be sought 
without delay. 
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12 . Physical Hgouirer.gr.ta. The secc.nd criterion (?aracr?i:.h 
7) involves the physical characteristics of the area^ such as 
slse^ clltsate, tcpocraphy/ water and location. The size of the 
area selected should perait the installation of several firing 
points with 5~10 miles between them or between each firing point 
and the control point. Thus« an area of several hundred square 
mlles'ls essential. The climate of the area. should permit the 
preparation and execution of experiments on a reasonably pre- 
dictable schedule at any time during the year.- The ’topography 
of the land should be flat; or have smooth and regular eontoiirs 
for ease and economy of construction and operation, as well as 
for visibility for photograj^c collection of data. Water supply 
sufficient for a base camp or approximately 2000 people is also 
a^prime* requisite. A geographical location as close as possible 
to the Los Alamos Laboratory, to enable accelerating the pace 

the weapons development program is obviously a ch 
such desirability that it could outweigh partial c 
other respects. 

13, Availability . Availability of the necessa 

third criterion, 'Per reasons of time It is almost i 

r‘i ♦ 

land already under the control of the U.S. Covernmen 
thus avoiding complicated acqxiisltlon processes, and 
be served thereby. This is also desirable from the security and 
public relations points of view. 

1 ^ 1 -. Operational pa.cilitles . ; Operational facilities consti- 
tute the fourth lo^ortant criterion. There should be good transpor 
tatlon, good cocsiunications, and adequate electric power. A ncar\ 
coosunlty on which to base transient living and logistic support 
for general construction operations, as well as for the interi.”!! 
support of the site, can add much to the economy and ease of 
developing and operating a test site of this nature. 




15. Forel;s:n Sites Sllr.ln-itcd for the ?TCsr.nt . In sucirary, • 
the selected site Eust satisfy radiological safety reo.ulrer.ents, 
contain not less than fotir or five hundred square miles of 
reasonably level land already under governmental control, be 
■ located as near Los Alamos as practicable, and have a number of 
the facilities required for operations already In place. These 
criteria, as applied to the site which is urgently needed nov/, 
point definitely to the continental Ohlted States rather than to 
possible sites in joeleted ' Ala3ki», f Deleted 7, *^hich might have 
added advantages of remoteness, overseas site Is wanted now 
in lieu of Eniwetok or Amchitka. * - • 


16. Sites Within the United St.ites . Within the United States, 
there are several areas whose use for atomic v/eapons testing has 
been considered in various surveys and discussions. These areas 
have been initially screened on the basis of comparative radio- 
logical safety, favorable and predictable weather conditions, 
location and availability. There have remained for final con- 
sideration, after screening, the following areas: 

• a. Alataogordo-White Sands Guided Missile Range in 
Kev/ Mexico (which contains the Trinity Area). 

b. Dugway Proving -Crouad-Wendover Bombing Range, 
in Utah. 

c. Las Vegas-Tonopah Bombing and Gunnery Range, 

Kevada. ' - ^ ‘ . 

d. Area In Nevada,, about fifty miles wide and ex- 
tending from Fallon to Eureka. 

e. Birolico Sound-Camp Le-jeune area, in North Caro- 
lina. 


\ 

17. -Of the above areas, the first three are partially or 
wholly under the control of the Department of Defense, cn a 
temporary withdrawal basis, and permanent withdrawal has been, re- 
quested by the Office of the Chief of S:iglncers. Since the fourth 
and fifth areas arc not Covernmcnt-ccatrollcd, and there arc 
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indications of sone delay In acquiring the necessary land, they 
were also dropped frcai further consideration. In this connection, 
it should be noted that recent reviews of the weather data for 
the Carolina Coastal area, which has certain advantages for the 
purpose in mind, have revealed that the apparently favorable 
meteorological conditions of wind and weather structures are 
based on average figures tdilch, in reality, are soldoa met. 
E x a m ination of specific records, day by day, points up the strong 
possibility of long delays during a teat operation while awaiting 
desirable weather conditions. 

18. Las Vegas Best of Rogiainipj? Sites . Of the three remain- 
ing sites considered (Dugway, Las'*Vegas and White Sands) the 
latc&b AEC review confirms the judgments already expressed by the 
AFSHP, Los Alacos Scientific Laboratory and the Manager, SPO, that 
the Las Vegas location .-nost nearly satisfies all of the establlshe 
criteria for a continental atomic test site., 

19 . A comparison of total populations in a base area site 
plus a 90 deforce’ possib le f all-out sector , to a radius of 125 
miles down-wind from site, s hows the Las Vegas s ite as Involving 
the fewest peop le, with Dug’.fay having by far the most (Salt Lake 
City), White Sands falling between the two in this respect. In 
total area, the Las Vegas Range 1$ the largest of the three, al- 
though this factor is Icpcrtant principally from the standpoint 
of Government-controlled security end radiological monitoring.. 
White Sands is closest to Los Alamos, but logistic and base canp 
facilities and capabilities are inferior to those for the Las \ 
Vegas site. Transportation a.*^ cocsninication arc gcod at Dugway * 
but not in the Western portion of the area where shot sites would 
best reduce the radiation hazards to the large population areas 
further east. 


- 7 - 
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20. The advanteces of the las Veeao site have been listed 
In the Los Alaaias Scientific Laboratory study attached (Appendix 
"F"). This site cocblnes e.xlstlns base facilities and transporta- 
tion capabilities with required physical features and l-raedlate 
availability. In addition, the proble.a of radiological safety 
Is at once smaller and more easily cont.-olled at and around this 
location than at either Dugivay or White Sands. Fl.nally, require- 
ments and conditions at the Las Vegas location are not only 
superior relative to the other two sites, but are believed to be 
entirely acceptable In the positive sense for some of the most 
Important tests now foreseen In the weapons program. 


21. The Commission budget now before Congress contains ' 
$1,000,000 for the Initiation of development of a continental test 
site. 


eOMCLUSIOhS 

22. It la concluded that: 

a. perc would, of course, be outstanding advantages 
In having an atomic test site on the North Arterlcan 
continent fen » * _ >. . . 


a *. * . r ic Clear cne 

site acquisition and Icgistic problems prec lud e cop.- 
.^dpiiL^lon.or re-ote continental sites. In, 'Deleted “ 
_J2£l£l^or Al-.c:.-.,.' for instance, as available for earlv 
and efrici^nu use. On' the other hand, less remote con- 
tlnenUl sites present questions of radiological safety 
tnat have not yet been anavtered for very h^gh en“’-sv 

Study and Invartlga- 

tlon should con-lnue for an all-ouroose cn-contln«nt 
site, as the body of Luformatlon on' full-scale testing 
Increases, and as the world situation mav change, but 
that Is not the urgent problem of the moment. 

b. The over-rldlng requirement now for rapid proi^ess 
in the weapon development program Is to have a su-o’»- 
gg - "tary slta at which critical tests Involving rela^^/e ly 
Iw orders of energy release may be conducted without 
elaborate organltatlonal a.sd logistic arra.neements. 

This sort of testi.ng is an Int^isats part of the weaoon 
research program and should be regarded as a routlni 
■laboratory activity. 
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c. This site oust by definition tc readily access- 
Ible to Lcs Alansos by land and air. It must also have 
reasonably regular topography, offer adequate radio- 
logical safety, and it should be economical to prepare 

■and operate. Radiological safety is primarily a natter 
of favorable and predictable meteorology and sparsencss 
of population in the direction of prevailing v/lnds. 

d. In present cli^umstances, with particular regard 
to the present and desired pace of the weapons program, 
such a site should be on land already Government held 
and available for Immediate development. 

e* Site requirements can be met in the Southwestern 
U.S., specifically at the Las Vegas Bombing and Gunnery 
Range (Tonopah] (Appendix "S'*) , where it is certain 
that some of the most urgent tests now planned can be 
- conducted with a degree of radiological safety sub* 
stantlally greater than that which obtained for the 
Trinity test in 1945*. (Appendix "B") 

f. Site preparation should begin Immediately. A 
few low order test detonations are now likely to be 

. re<iuired within three months. 

g. Each atomic explosion at this site should be 
subjected to a separate radiological safety determina- 
tion by recognized experts. It is possible that as • 
the test program progresses, tests of . very high energy 
release and of special nature may emerge as feasible, 
but It seems vise to limit the objectives as regards 
early tests. 


RECO^gtEHPATIQtf ... 

23. That the Atomic E.nergy Commission: 

A. Approve the requirement for continental test 
site; 

b.. Approve the selection of the. Las Vegas site for 
immediate development a.nd early use as a continental 
atomic test site; 

Approve forwarding the memorandum of recomraen- 
dation (Appendix "G"). to the Special Committee of the 
National Security Council. 
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r.TST OF cMCLOSTHr^S 

" -APPEKDIX ^ 

Kemoranduii fron Ex*cutlve‘Secretary, HSC 
to Secretary of State, Secretary of De- 
fense and Chaircan, AEC. 

APPECTIX "B" = 

Report of the "NOTtfSC" Study .AFSWP. 

APPEfTOIX "C" 

Report to the AEG Concernir^ an Ener- 
gency Proving Ground - Holmes and Karver 
Company. 

APPEWDEC "D" 


Letter from Dr. Bradbury, Dir., WSE, to 
General McCormaclc, Dir,, D!lA, USAaC on 
the Importance of the Laboratory develop- 
ment plans and test needs. 

APPENDIX "E" 




Report- by Dr. Heines of the 1 August 1950 
Radiological Safety Conference. LAB-J-iary. 

• • APPENDIX "P" 

Memorandum from J-Dlvlslon, 

Ing the desirability of the Tor.opah Range. 
LAB-J-1609. ^ 

APPE.NDIX "G" 

Draft memorandum to the Katlonal Security 
Council Special Committee regarding ^u.HCD[^Y. 
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APPENDIX 


UHITED STATES 
ATOt-tIC EI^Enc*/ COr-E-ilSSIC-l 
WASHINGTCri, D. C. 



KEriORAHDlW For The Special Committee of the Katlonal Security 
Council for Atomic Energy Matters 


Subject: ADDITIOKAL TEST SITS 


As directed In Kational Security Councl*Vs memorandum dated 
November 14, 1950, the Atralc Energy Cecnlsslon has cade a re- 
view of possible locations for the requlrW additional atomic 
weapons test site. The Department of Defense has assisted the 
Atomic Energy Cosalsslon in this review. 

At the beginning, it may of coiurse be said that there would 
be outstanding advantages In having a continental site for all 
atonic weapcns..tesCs, ^involving a wide’ range of energy release 
of 'from, say,<1000;to*509,00q/tons TtIT co.ulvalent, or more, and ^ 
for tests of sp^lal natuter' However, there are problems of cite / 
acquisition and logistics which preclude cens ider.gt* -*> 
and efficient use of very remote sites, as In Deleted or 

. Alaska, and less z^enete contlncnital sites preseriJ qucsuic.';;; 
radiological safety for tests of very high energy release and 
other tests which might involve a high order of radiological cen- 
taminatioR*. I^eso latter questions cay be answered satlsfectorily 
as test knowledge Increases through experiments, and as the world 
situation may develop, but they are not satisfactorily answered at 
j>resent. 

, The CommlMich has therefore, after study, limited Itself at 

this stage in its serious exami.natlon of possible sites to those 
which might meet the urgent requirements of the immediate weapons ' 
development program. The essenti.-il need now Is for a site at 
which a few relatively low order detonations may be done safely 
and, with Blnlmun non-productiv'e cost in time, effort and money 
at- the earliest possible dateS; preferably within the next two to 
three months. The Commission budget now before Congress contains 
$1,000,000 for the initiation of dc’^lopmcst of a contl.nent»l test 
site. 

The criteria for such a site include primarily: ready acces- 
sibility to the C^s Alamos laboratory by land end air, good com- 
munications, adequate radiological safety, reasonably regular 
topography and prospects of eccncmy of preparation and operation. 
There are two general areas within she co.ntinental U.S. where it* 
is believed a ccr.slderable portion of the expected AEC testing 
program could be conducted withcuc undue public radiological 
hazai-d. These are the South Central Atlantic Coastal area and 
the arid Southwest. There arc four locations within these two 
areas where some of the facilities needed for oeeratlons ara al- 
^aady in existence, so that a site could te developed for atomic 
tests at reasonable cost. These locations are: 


Appendix "C" 
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a. The Lzs Vegas, Nevada, Bcnbing and Gunnery Range. 


b. The Dugway, Utah, Proving Ground. 

c. The White Sands, K. M. , Proving Ground Ccontains the 
Trinity site used in 1945). 

d. The Canp Lejeune, N. C., area. North Carolina. 

The I^s Vegas site (see map attached*) has been selected as the 
most desirable. It has the rollowlng advantages: 

a. The site Is vlthln easy reach of the Los Alamos 
Scientific Laboratory, 

b. The weather and terrain conditions are such that It 
will be possible to use the site at any time during the 
twelve months of the year. 

c. An atonic vreapons test site is immediatelyavailable 
within the approxinatoly 5400 square miles of Governaent- 

--- o»mcd land currently in use by the U. S. Air Force. It is 
possible to establish test points which v;ill not unduly 
restrict continued practice bcablng and gunnery operations 
except during. actual test periods. 

d. Meteorological conditions and population density are 
such that sore of the most urgent atomic weapons tests can 
certalniy be conducted well v/Ithln acceptable li.mits of 
public radlolcgical safety. Each specific test operation 
would of course be subject to o.xamination and approval by 
recognized experts. 

e. Many of. the buildings, power supply requirements, 

• transport and coctaunicatlons linos, etc., required for 

operations already exist at the Las Vegas range. 

In comparison v;ltb the Las Vegas site, the Carolina Coast 
site, in addition to the disadvantage of Its relatively great 
distance from Los Alamos, does'not have the necessary Government- 
controlled la.nd area, while Dugway and V.’hlte Sands do not provide 
quite so high a degree of radiological safety. 

It should be noted that development of the Las Vegas range 
as an atomic weapons test site v;ocld not eliminate the current 
requirement for use of Eniwetok, Amchltka or some other similarly 
very remote site for tests where the radiological hazards involved 
nay be beyond the limits accepcablc In the United States. Thus, 
there remains a requirement of sccc urgency to find a secure site 
alternate to Eniwatok a.nd Amchltka fer use in an emergency which 
may deny the use of Eniwetok or Amchltka. This point will con- * 
tliiuc to receive attention. . 

\ 

The Atomic Energy Commission recammonds approval by the 
national Sacurlcy Councillor Che ccvelopment cf*a .oortion of the 
^^s Vegas Bombing and Gunnery Range as an atoralc weapons test site. 
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EXECUTIVE SUMHARY 


Ninety-seven nuclear tests were detonated In the attiwspbere at the 
Nevada Test Site (NTS) between 1951 and 1958, and four tests were 
detonated In the atmosphere In 1961 and 1962. The thyroid absorbed 
doses from that the American people received from 72 of those 
atmospheric tests, plus the thyroid absorbed doses from l^lj that the 
American people received from 10 cratering shots and from 8 underground 
tests that vented radioactive materials into the atmosphere, have been 
assessed for each county of the contiguous United States. The only tests 
which were not included In the dose assessment are those which did not 
result In any detectable off-site contamination and those which, In the 
absence of an established monitoring network, were estimated to have led 
to negligible contributions to the total thyroid dose on the basis of 
the yield and type of explosion. 

The major exposure route to man Is, for most people, the Ingestion 
of cows' milk contaminated as a result of l^li deposition on pasture. 

The thyroid doses from other, less In^ortant, exposure routes such as 
Inhalation and Ingestion of leafy vegetables, goat's milk and other 
foodstuffs also have been estimated, but, In general, may be Important 
only for those persons who did not consume cows' milk. 
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The radiological Importance of 131i not recognized until 1957. 
Therefore, very few measurements of 13*1 In the environment and In man 
were available to carry out this dose assessment. The exposures were, 
for the most part, estimated for each test from measurements of beta 
activity deposited on sticky material (gunned-film) at up to about 100 
sites across the United States, coinjlemented with models of 
environmental transfer to man. A more detailed assessment was carried 
out near the NTS as a relatively high number of environmental 
measurements are available for that area. 

Thyroid doses from were calculated for U age and sex groups 
ranging from the fetus to the adult male and female In each county. 

Within each age and sex group, thyroid doses have been calculated for 
particular population groups, defined according to consumption habits. 

In order to obtain Insight on the range of thyroid doses that can be 
expected to have been delivered. However, the thyroid doses thus 
estimated are averages over relatively large population groups In each 
county and the thyroid doses received by specified Individuals may 
substantially deviate from the average dose for the particular group 
considered when specific dietary habits and metabolic parameters are 
taken Into account. 

The estimates of the average thyroid doses, due to all tests 
detonated at the NTS, vary from 0 to about 100 rads, according to the 
population group considered, with an overall per capita thyroid dose of 
about 2 rad. The variability of the thyroid doses received In a given 
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county from one population group to another, Is about a factor of 1 to 
500, depending on the age and sex group, and on the dietary habits 
assumed. The distribution of the thyroid doses received by a given 
population group In a given county Is taken to be lognormal, and the 
associated uncertainty Is calculated to range from 2 to 10 depending on 
the type of measurement made at the time of the test, environmental 
characteristics, milk distribution patterns, and dietary habits. It Is 
stressed that thyroid doses to specific Individuals are not calculated 
In this report, as they depend on the residence histories and on dietary 
habits which are characteristic of these Individuals. However, If this 
information Is available, the procedure to be used to calculate thyroid 
doses to specific Individuals Is provided. 

Although the uncertainties attached to the thyroid dose estimates 
are relatively high, reasonable agreement exists between the thyroid 
doses calculated from this assessment and the thyroid doses derived from 
those few historical measurements of the environment and In man 

which are available. 
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TS.l. INTROOUCTION 


One part of Section 7(a) of Public law 97-414 directs the Secretary of 
Health and Human Services to “conduct scientific research and prepare analyses 
necessary to develop valid and credible assessments of the exposure to 
that the American people received from the Nevada atmospheric bomb tests'. 

The National Cancer Institute (NCI) was requested to respond to this 
mandate. In so doing, a task group, established to assist the NCI In this 
effort, suggested that it might be possible to estimate, for each of the most 
important tests, the l^^I exposures from fallout for representative individuals 
and for the populations of each county of the contiguous U.S. during the time 
of the tests. About 100 of the tests carried out at the Nevada Test Site 
(NTS), with yields ranging from less than one kiloton to 74 kllotons of TNT, 
resulted in off-site detection of radioactive materials. The radiation 
exposures from 90 tests, representing about 97X of the total activity of ^^^I 
that had been released Into the atmosphere, have been estimated In this report. 

The most significant atmospheric weapons tests with respect to fallout 
occurred In the 1950s, during which time most of the monitoring of 
environmental radioactivity consisted of gross /J or 7 measurements. Therefore, 
the estimation of ^^^I exposures dating back to the 1950s must essentially be 
derived from the original measurements of gross ^ or 7 activity, or from 
mathematical models. 

Exposures to 1n fallout resulted mainly from the pasture-cow-milk 
foodchaln. In the assessment of the l^lj exposures from that foodchain on a 
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continental scale, estimates need to be made, for each of the approximately 
3,100 counties In the contiguous United States, of; 

• the activities of deposited on soil and vegetation, 

• the amount of consumed by dairy cows and the resulting 
concentrations In cow’s milk, 

• the 131i ingested by people, and 

• the radiation absorbed doses from In the thyroids of people. 

In addition, exposures to In fallout resulted from other, usually 

less Important exposure routes (inhalation of l^ll-contamlnated a1r, and 
ingestion of foodstuffs other than fresh cows’ milk). These exposure routes 
are also considered in this report, but in a much less detailed manner. 

TS.2. ESTIMATION OF ACTIVITIES DEPOSITED ON THE GROUND 


Meteorological modeling and re-analysis of historical monitoring data are 
the two methods used to estimate the that was deposited on the ground 
following each test. For both approaches, the assumption is made that the l^^I 
was in particulate form, as were the majority of radionuclides produced In the 
atmospheric nuclear weapons tests. 

TS.2,1. Meteorological modeling 

The radioactive cloud that was formed after an atmospheric detonation near 
the ground surface usually was in the shape of a mushroom, extending from the 
ground surface to the highest layers of the troposphere, and occasionally 
reaching into the stratosphere. It contained hundreds of different 
radionuclides, including the amount of l^^I produced in each explosion 
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was derived from published Information specific to each test. The 
activity per unit yield was found to be about 150 kC1 kfl of fission for the 
tests considered in this report and the total activity of released Into 
the atmosphere was estimated to be about 150 MCI. 

The meteorological prediction of the I^lj deposition Involves two steps: 

(a) dispersion of the radioactive cloud across the U.S., and 

(b) estimation of the amount of deposited on the ground. 

TS.2.1.1. Dispersion of the radioactive cloud 

The dlsp.erslon of the radioactive cloud has been analyzed for each 
1tH!ortant atmospheric test using routine weather maps which depict airflow at 
constant pressure levels. These maps, which were provided twice a day by 
weather services, were used to construct, at several altitudes ranging between 
3 and 13 km, 6-h trajectories of air parcels originating at the Nevada Test 
Site and moving across the U.S. In general, trajectories at those various 
altitudes diverged In both direction and speed after leaving the detonation 
site. The radioactive cloud was often stretched by vertical wind shear to many 
hundreds of km before It left the U.S. This large shear resulted In great 
dilution of Additional distribution was caused by lateral spreading of 

the cloud by eddy or turbulent diffusion which was assumed to occur at a rate 
of about 7 km h'l. The meteorological model predicts the spatial coverage of 
the radioactive cloud at each 6-h Interval and the l^lj activities per unit 
area contained In the radioactive cloud at each county centroid of the 
continental U.S. It Is assumed in the model that at any given time the 
distribution of was uniform within the boundaries of the cloud segments 
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created by lateral spreading and vertical shearing between the altitudes at 
which the trajectories were determined. 

TS.2.1.2. Deposition on the ground 

Deposition of 1^*1 on the ground results from two processes: impaction of 
aerosols on the ground surface (dry) and precipitation (wet). In the western 
part of the country, most of the deposition of was due to dry processes, 
since weapons testing generally was not allowed under atmospheric conditions 
such that wet deposition was likely to occur within a few hundred km from the 
NTS. That operational precaution, however, did not extend to the eastern part 
of the country, where most of the deposition occurred as a result of wet 
processes. In order to approximate the amount of rain that occurred across the 
country during the time period of interest, recorded daily rainfall amounts 
reported by the National Oceanic and Atmospheric Administration (NOAA) were 
averaged on a county basis. 

The endpoint of the meteorological model is the estimation of the amounts 
of that are deposited by precipitation. This involves not only the 
knowledge of the daily rainfall amounts but also that of many other uncertain 
factors, among which are the efficiency of the rain-out process, the exact 
location of the radioactive cloud, the location and dimensions of the 
precipitating cloud and the physico-chemical form of l^'l. Because of the 
complexity of the problem, the values of the scavanging coefficient were 
established empirically on the basis of the relationships obtained between the 
predicted column content of ^^^I In the overhead cloud and the deposition 
estimated from the monitoring data (gummed-film), which are discussed in the 
following section. 
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TS.2.2. Review and re-analysis of historical monitoring data 

For counties near the NTS, the primary data are exposure-rate measurements 
using portable survey Instruments. An extensive program of exposure rate 
measurements was carried out In a few counties near the NTS for several days 
following each test. These exposure rate measurements, together with other, 
less extensive, monitoring data, were evaluated and archived by the Offsite 
Radiation Exposure Review Project (ORERP) of the Department of Energy. From 
these data, a Town Data Base and a County Data Base were derived: 

1. the Town Data Base (TDB) lists the time of arrival of the radioactive 
cloud produced by each test and the exposure rate normalized at 12 hours 
after detonation (H + 12) at 173 stations, representing Inhabited 
locations. In 4 counties of Nevada (Clark, Esmeralda, Lincoln, and Nye) 
and in Washington ^County, Utah. The use of H + 12 as the standard time to 
report exposure rates Is an agreed-upon convenience; fallout nay have been 
deposited on the ground before or after H + 12; 

2. the County Data Base (COB) lists the estimated times of initial arrival of 
the radioactive cloud and the estimated exposure rates normalized at H + 

12 in 24 subdivided areas of 9 counties In Arizona, California, Nevada, 
and Utah, along with similar information for 120 additional counties 
(l.e., not subdivided) in Arizona, California, Colorado, Idaho, New 
Mexico, Nevada, Oregon, Utah, and Wyoming. 

Estimates of deposition of l^lj per unit area of ground were derived from 
the exposure rates normalized at 12 hours after detonation, together with the 
corresponding times of arrival of the radioactive cloud. The complete results 
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are presented In the form of Tables as well as of Figures In the Annexes of the 
report. 

Over the remainder of the U.S., monitoring of fallout deposition in the 
1950s was carried out primarily by the Environmental Measurements Laboratory 
(EML) which, at that time, was called the Health and Safe/y Laboratory (HASL), 
in cooperation with the U.S. Weather Bureau. 

The EML deposition network across the U.S. evolved gradually from the use 
of trays of water at 10 locations in 1951, to the use of gummed-paper 
collectors at 93 locations in 1952, and finally to the use of gummed-film 
collectors at about 100 locations until the end of the decade when it was 
discontinued. A ■gumraed-fllm collector" consisted of a 0.3 m x 0.3 m exposed 
area of gummed film which was positioned horizontally on a stand 0.9 m above 
the ground. Usually two films were exposed during a 24-h period beginning at 
1230 GMT. The samples collected were ashed and counted for total p activity. 
The available gummed-film data that could be found in the HASL/EML archives, 
together with other less extensive fallout data, were used to derive 
depositions of radionuclides. Including 

The resulting data set includes daily depositions of at up to about 
100 locations in the U.S. during most of the atmospheric testing period. Those 
131i depositions are associated with information on the precipitation amounts 
occurring during the same 24-h periods. 

T5.2.3. Estimation of the 331i deposition in any given county 

In order to estimate the daily 131i deposition in any of the approximately 
3,100 counties of the contiguous U.S., the following procedure, in which 
preference is systematically given to the monitoring data, has been applied: 
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• For the tests for which gurased-filni data are available {fron October 
1951 to November 1958), the dally depositions of were obtained In 
most cases by interpolating between the counties with measured data 
using a krlging procedure. 

• For the tests for which gumraed-film data are not available (before 
October 1951 or after November 1958), meteorological modeling was used 
to estimate the dally depositions of In the counties where 
precipitation occurred during the passage of the radioactive cloud. 
Counties where precipitation did not occur during the passage of the 
radioactive cloud were assigned a zero deposition. 

Dally depositions of per unit area of ground have been estimated In 
this manner for each of the 90 tests considered In the report. Figure TS.l 
presents the estimated total depositions of per unit area of ground. 

TS.3. ESTIMATION OF THE i31i COHCENTBATIONS IN FRESH COWS MILK 


The transfer of ^^^I from deposition on the ground to fresh cow's milk is 
relatively well documented. Figure TS.2 Illustrates the parameters Involved in 
that transfer. The time- Integra ted concentration of l^ll in milk (IC) 
corresponding to an estimated deposition density on the ground (DO) on a given 
day and In a given county was calculated as: 

^eff 

IC * DG X F* X X PI X F„ (1) 

In 2 
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fn which F* Is the mass Interception coefficient [m^ kg'l (dry weight)], Tgff 
is the effective half-time of retention by the vegetation (d), PI Is the 
pasture Intake [kg (dry weight) d"l], and Is the intake-to-mllk transfer 
coefficient (d L"l). Each of these parameters will be discussed. 

TS.3.1. Mass Interception coefficient 

The fraction of activity deposited on the ground which is Intercepted 
by vegetation (F), usually called Interception coefficient, depends, among 
other factors, on the meteorological conditions and on the type and density of 
vegetation. Values of Interception coefficients obtained 1n laboratory or 
field experiments conducted under dry or light spray conditions with artificial 
radionuclides show a large range of variation between D.02 and 0.82. A much 
narrower range of 1 to 4 kg'l (dry) Is usually obtained for the mass 
interception coefficient (F*), defined as the interception coefficient (F) 
divided by the standing crop biomass (Y). 

The Interception coefficient Is usually estimated as: 

F « 1 - e-“ If (2) 

where the numerical value of a, the foliar Interception constant, 1s 

2.8 m2 kg'l (dry weight) for elemental Iodine and small-size aerosols under dry 

or light spray conditions. The value of F* Is then obtained as: 

1 - e-a If 

F* (3) 

Y 


- TS.IO - 




202 


** Draft NCI report 6 : do not use or quote 29 June 1990 ** 

There 1s evidence that the value of a decreases as the particle size 
Increases and, therefore, that the Intercep'tipn coefficient decreases as the 
particle size increases. In the case of atmospheric nuclear weapons tests, 
large-size particles fall out near the detonation site and smaller particles 
are deposited as the radioactive cloud moves further away. The variation of a 
(m2 kg'l, dry weight) as a function of distance 0 (km) was expressed as: 


a(0) = 7.01 I0-< X (4) 

Ustng this expression, the value of a Increases with distance from the NTS and 
Is approximately equal to TS.2.8 m^ kg'l (dry) for D > 1540 km. Beyond that 
distance, the value of a Is taken to remain constant at TS.2.8 m2 kg"l In order 
to remain consistent with the value obtained from equation 2 for elemental 
Iodine and small-sized aerosols. 

All of the laboratory and field experiments were conducted under dry or 
light spray conditions and do not, therefore, provide any Information on the 
values to be expected In the case of moderate or heavy rainfall. On the basis 
of experimental studies on the initial retention of rainwater by vegetation, It 
Is proposed that the variation of the mass Interception coefficient as a 
function of the rainfall amount P (mm) can be estimated by: 

F* . E -I- (5) 

P 

where E = 1.3 m2 kg'^ (dry weight) Is the In-storm evaporation fraction per 
unit areal density of vegetation, and S = 16 mm kg"l (dry weight) m"2 Is the 
rainfall storage capacity per unit areal density of vegetation. This equation 
Is being used In the NCI study for dally rainfall amounts In excess of 5 mm. 
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Given the importance of the interception coefficient in the assessment of 
the exposures, and the limited information on its value under conditions 
of moderate or heavy rainfall, a research program was designed to investigate 
the dependence of the mass interception coefficient on the nature and physico- 
chemical form of radionuclides, the rainfall amount and intensity, and the type 
and height of vegetation. The results of these experiments, when radionuclides 
on particulate form were used, are in general agreement with those derived from 
the model. For in soluble form, however, the experimental values of the 

mass Interception coefficient are about 10 times lower than those predicted by 
the model . 

TS.3.2. Effective half-time of retention of by vegetation 

After is deposited on vegetation, environmental removal processes 
combine with radioactive decay to reduce the initial amount on the vegetation 
surface. The time necessary for one-half of the activity to be removed by 
environmental processes is referred to as the environmental half-time (Ty,). 

This time value, together with the radioactive half-life (Tp) determines the 
effective half-time (Tgff)! 


Teff 


Ty, X Tp 
Tw + Tp 


(6) 


Values of Tyy may be expected to vary markedly as a function of the growth 
of vegetation and of meteorological conditions. Given the short radioactive 
half-life of however, the effective half-time Tgff is not particularly 

sensitive to large variations of the environmental half-time Tyy. The average 
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value of T„ was assumed to be 14 d, yielding an effective half-time Tgff of 
slightly more than 5 d. 

TS.3.3. Pasture Intake by dairy cows 

Fresh pasture is that portion of the cow's diet that is of concern In this 
study because it is the only dietary coi^jonent that usually is directly exposed 
to fallout, and can be contaminated by short-lived to a significant 
extent. 

It would not be appropriate to use Information regarding current dairy 
practices as a surrogate for dairy practices during the 1950s. The trend 
towards larger farms, together with the greater dally feed Intake required by 
higher milk producing cows, has led to the increased use of drylot feeding 
which utilizes little or no pasture. 

The only nationwide standardized Information source for dairy herd diets 
Is the Dairy Herd Improvement Association (DHIA). The annual summaries of some 
of the data collected for the herds Included In the OHIA program were obtained 
from the Animal Improvement Program Laboratory, which has maintained since 1953 
a national computer database of the OHIA records. Using this database, the 
pasture Intake by dairy cows has been calculated In two steps: (1) estimation 
of the total dally dry matter Intake of dairy cows, averaged over the years 
1953 to 1963, for each of the contiguous states, and (2) estimation of the 
fraction of total dry matter Intake that was provided by pasture. 
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TS.3.3.1. Total dally dry matter Intake of dairy cows 

Feeding standards have been established to help farmers in selecting the 
properly balanced rations for optimum health of their animals and maximum milk 
production. The maximum daily Intake DM, expressed in terms of dry matter 
(kg), is estimated using the methodology proposed by the National Research 
Council, as a function of the cow's body weight (BWT) and of the percentage of 
cow's body weight to be fed to the cow per day (PBWT) : 


BWT X PBWT 

DM = (7) 

100 

Values of PBWT are estimated as a function of the cow's body weight and of 
the daily production of milk normalized to 41 fat content, FCM. The values of 
FCM, expressed in kg d'l, vary with the milk yield, MY (kg d“l), and with the 
fat yield, FAT (kg d'l), according to: 

FCM = [0,4 X MY] + [15 x FAT] (8) 

The annual herd averages for cow's body weight, milk yield, and fat yield 
from each state that were reported to the DHIA during the time period from 1953 
to 1963 were used to calculate the average total dry matter Intake for the 
dairy cows in each state. 

TS.3.3.2. Fraction of total dry matter intake from pasture 

The fraction of the total daily dry matter intake by cows which is 
obtained from pasture in each state has been estimated on a weekly basis using 
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the expert opinions of individual United States Department of Agriculture 
(USDA) Extension Specialists across the country and of other knowledgeable 
persons, who were asked to help reconstruct pasture feeding practices during 
the 1950s. Although subjective, these estimates are the best obtainable 
information on the seasonal variation of pasture practices at that time. In 
some states, the environmental conditions, and therefore the pasture practices, 
varied considerably across the state. To take this into account, more than one 
pasture region was assigned to the states of Alabama, Arizona, California, 
Georgia, Mississippi, North Carolina, South Carolina, Texas, and Utah. A total 
of 70 pasture regions have been defined for each contiguous U.S. 

The daily dry matter Intake by cows which was obtained from pasture PIw,s 
(kg d“l) during a given week w in a given pasture region s (usually consisting 
of an entire state) was calculated as the product of total dry matter intake in 
the pasture region s, DM; (kg d'l), and of the fraction of the diet from 
pasture during week w in the pasture region s, ^ : 

PIw,s = DMs X FPv,,s (9) 

For each pasture region, a pasture Intake estimate is provided in the 
report for each week of the year. 

TS.3.4. Intake-to-milk transfer coefficient 

The intake-to-milk transfer coefficient for and for cows, f^ (d L*l), 
is the time-integrated concentration of 1^*1 in milk (nCi d L"l) per unit of 
131 I activity consumed by the cow (nCi). This transfer coefficient has been 
determined experimentally in a large number of studies, including tracer 
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experiments with stable or radioactive Iodine and field studies In which 
pasture was contaminated by resulting from releases from nuclear 
facilities or from fallout from nuclear weapons tests. Reported literature 
values range from 2 x 10"^ to 4 x lO"^ d L"1 but It seems that fallout studies 
yielded values in the lower part of the range. For the purposes of this 
report, It Is assumed that the average value of f^ for and for cows is 4 x 
10-3 d L-1. 


TS.4. ESTIMATION OF THE 131i ACTIVITIES INGESTED BY PEOPLE 


Once the time-integrated ^31i concentrations In fresh cow's milk produced 
In any county of the U.S. have been estimated from equation 1, It Is necessary 
to determine how much milk was produced and where It was consumed In order to 
derive the time-integrated 331i concentrations In the milk consumed by man and 
the corresponding 131i intakes. Accordingly, Information Is needed on the milk 
production In each county, on the milk distribution pattern within each county 
and each state, on the delay between production and consumption of milk, and on 
the consumption of milk as a function of factors such as race, age, and sex. 

TS.4. 1. Milk production 

The production of milk In a given county In the 19S0s was estimated from 
county data on th number of cows published by the U.S. Department of 
Commerce In the 1954 Census of Agriculture combined with state statistics on 
the average annual milk production per cow CP 5 published by the U.S. Department 
of Agriculture. Assuming that the average milk production per cow reported for 
the state did not vary significantly from the average milk production rate In 
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any county In the same state, the total annual production of milk In a given 
county MPc was estimated as: 


HPc = Cc X CPs (10) 

The subscript c for all variables 1n this equation, as well as In the 
following ones, denotes the value for a given county while the subscript s 
denotes the value for a given state. 

TS.4.2. Milk utilization 

The amount of milk produced In any county c of the contiguous United 
States that Is available for fluid use THFU^ Is estimated by subtracting the 
amount of milk used on farms for feeding calves and butter production MUFj, and 
the milk used to manufacture dairy products HM(. from the total amount of milk 
produced MPj: 


TMFUc = MPc - MUFc - MMc (11) 

The amount of milk that Is used on farms for feeding calves and for butter 
production MUFc (referred to as "milk used on farm" In this paper) In a given 
county c is estimated by apportioning the state value for the milk used on 
farms MUFj, as reported by USDA according to the number of cows In each county: 

MUFj X Cc 

MUFc = (12) 

Cs 
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The total amount of milk used In each state for the manufacture of dairy 
products MMs Is reported by the USOA but data for each county are not 
available. Since milk for fluid use would have brought a higher price, it can 
be assumed that only the surplus, after the fluid needs of the population of 
that county had been met, would have been sold, at a lower price, to 
manufacturing plants. To estimate the milk used for manufacture of dairy 
products in each county, it is assumed that in counties where more milk was 
produced than was needed for fluid use in that county, a portion of the milk 
produced was purchased by a manufacturing plant (located in that county or 
near-by). The amount of milk used, in each county with a milk surplus, for the 
manufacture of dairy products is estimated using the value for the state, MMj, 
and apportioning it between the surplus counties, for which the total milk 
production is denoted as TMPj, according to the total amount of milk produced 
in that county, MPj-: 


MMs X MPc 

MHc = (13) 

TMPs 

Estimates of annual volumes of milk available for fluid use in each county 
of the contiguous U.S. in the 1950s are provided in the report. 

TS.4.3. Milk distribution 

The volume of milk available for fluid use estimated by this model is 
either consumed on the farm, distributed for consumption to the local county 
population, or distributed to areas outside the county where the amount of 
available milk does not meet the consumption needs of the population. The 
distribution of milk to other counties usually results in the mixing of milk 
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from a number of sources that may have varying concentrations as a result 
of differences In fallout deposition. 

Milk, In general, was produced close to the population centers that 
required the Bilk supply, but the increasing use of refrigerated tank cars and 
the reduced cost of transportation also made it possible to ship milk to 
greater distances to satisfy major urban areas and to fulfill emergency 
shortages. 

Information on volumes and directions of milk distribution and on the 
delay times between production and consumption is, In general, more qualitative 
than quantitative. Although relevant data have been published for federally 
administered Milk Marketing Orders and for parts of the west, they do not 
provide all of the information required In this study and cannot be used to 
derive values for the entire country. It was therefore decided to resort to a 
simple model based on the nationwide statistics on milk production and 
utilization reported by the U.S. Department of Commerce and the U.S. Department 
of Agriculture, and to validate as much as possible the structure of the modal 
and the assumptions used by means of published information and recollections of 
experts. Given the uncertainties included in the assessment, it was deemed 
sufficient to derive only one model of milk distribution for the 1950s and to 
use the 1954 data for that purpose. 

In this model, the total milk for fluid use in a county (THFUc) is divided 
into four categories corresponding to the consumption of milk by following 
population groups: 

• category 1 : those living on the farms of the county where the milk was 

produced: 

• category 2 : those living in the county where the milk was produced but 

not on farms; 
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• category 3 : those living In a group of neighboring counties within a 

designated "region”, or group of neighboring counties In a 
state, and 

• category 4 : those living at greater distances, that Is, In other 

"regions” In the same or another state. 

The model assumes that the milk produced 1n a county was used initially to 
satisfy the consumption needs within that county and. If there was a surplus, 
to fulfill the needs that had not been satisfied elsewhere. 

The consumption of milk of category 1 In a given county, HCFc was assumed 
to occur with a delay of one day following Its production by the cow and to be 
proportional to the number of farms In that county, Fj: 


MCFc 


MCFs X Fc 

Fs 


(14) 


The volume and source of milk In category 2, milk consumed In county but 
not on farms. Is dependent on the amount of milk available In the county. The 
expected milk consumption In the county ECc was subtracted from the total 
volume of milk for fluid use available In the county TMFUc: the result 
Indicates whether the balance of milk MBc In the county was surplus or deficit: 


NBc- THFUc - ECc 


(15) 


According to whether MBc Is positive or negative, milk Is exported to, or 
Imported from, other counties. Milk In category 2 Is assigned a delay time of 
2 d between production and consumption. 

To simulate the flow of milk over short distances, neighboring counties 
have been grouped together Into ”reg1ons”. The geographic extent of the 
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regions are based on the Crop Reporting Regions and milkshed areas outlined by 
each state's Department of Agriculture. Additional regions were drawn to 
isolate the population concentrated around cities in each state. For the 
states close to the NTS (Nevada, Arizona, Utah and part of California), 
available information on ra11k distribution and pasture practices were used to 
designate boundaries of the regions. A total of 429 milk regions have been 
defined in the contiguous U.S. 

The first step used in the model to balance the surplus (or deficit) of 
milk in an individual county is by flow of milk between counties in the same 
“region". The volume of milk pooled from the counties with a surplus of milk 
is distributed to the counties of the region with a deficit of milk, 
proportionate to their needs. This volume of milk, exported to deficit 
counties within the region, constitutes the milk of category 3, to which a 
delay time of 3 d is assigned. 

If the volume of the surplus of milk in the region does not cover entirely 
its needs, additional milk must be provided by another region. Milk of 
category 4 is that which is Imported into a deficit region from another surplus 
region or, conversely, that which Is exported from a surplus region into a 
deficit region. It is assumed to have a delay time of 4 d between production 
and consumption because the milk in this category has travelled the furthest 
distance from producer to consumer. Movements of milk 1n category 4 between 
surplus regions and deficit regions were designed to achieve balance between 
production and consumption at the national level. 

The assumptions regarding the direction and distance that milk was 
distributed during the 1950s are based upon Agricultural Research Stations 
reports as well as information made available from State Agricultural 
Department Milk Boards, Federal Milk Marketing Administrators Offices, and 
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Agricultural Economists with the Extension Service. The overall surplus and 
deficits calculated for each region of the country, as a result of the needs of 
major population areas, drive the major patterns of milk flow. The fact that 
most of the surplus milk In the U.S. was produced In the northern part of the 
country and shipped south also has an Important Influence on the distribution 
patterns chosen. 

Estimates of time-integrated concentrations of In each category of 
fresh cows' milk have been obtained using this methodology for each county of 
the contiguous U.S. and for each of the 90 tests considered In the report. 
Figure TS.3 presents the time-integrated concentrations of In volume- 
weighted milk summed over all tests. 

TS.4.4. Activity Intakes of by man 

The 131i Intake from milk by man Is the product of the time-integrated 
concentration of In the milk Ingested and of the milk consumption rate. 
Individual Intakes of from milk vary widely from person to person because 
of variability In such factors as environmental parameters, patterns of milk 
production and distribution, and dietary habits. Therefore, realistic 
estimates of Individual Intakes can be made only If specific Information is 
available on the Individual considered (age, sex, place of residence, source of 
milk, delay between production and consumption of milk, milk consumption rate). 
In the absence of personal data, only average Intakes over large or homogeneous 
groups of people can be estimated with reasonable accuracy. For this reason, 
the l^ll Intakes of milk by man estimated In this report for each county and 
for each nuclear test are averages over specified population groups deemed to 
be representative of a large spectrum of individuals. However, the Individual 
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who wishes to estinate his or her own thyroid dose will find In this report all 
the Information necessary do so. 

Although Ingestion of cows' milk Is generally the predominant contributor 
to the intake of other exposure routes need to be taken Into 

consideration for Individuals who consume little or no cows' milk. These 
exposure routes, which Include Inhalation and the Ingestion of goat's milk, 
cottage cheese, leafy vegetables, and eggs, are considered In the report In a 
much less detailed manner than the ingestion of fresh cows' milk. 

TS.5. ESTIMATION OF THE THYROID DOSES FROM 


For each test and each county, average thyroid doses from l^^I have been 
estimated for 14 age and sex groups: 

• fetus (0-10 wk; 10-20 wk; 20-30 wk; 30-40 wk) , 

• Infant (0-3 mo; 3-6 mo; 6-9 mo; 9-12 mo), 

• child (1-4 y; 5-9 y; 10-14 y; 15-19 y) 

• adult male, 

• adult female. 

For each of those age and sex groups, thyroid doses have been assessed for 
4 types and amounts of milk consumed: 

• average consumption rate of milk with the volume-weighted concentration 
of 13^1 estimated for the county, 

• "high' consumption rate of milk with the highest concentration of 
estimated for the county, 

• "high" consumption rate of milk obtained from backyard cows, 

• no consumption of fresh cows' milk. 
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In addition, the per capita thyroid doses from have been estimated 
for each test and each county. Figure TS.4 presents the estimated per capita 
thyroid doses for each county of the contiguous United States summed over all 
tests. The highest thyroid doses, in the range from 5 to 11 rads, are 
estimated not only for the stable populations in counties of states close to 
the NTS, like Nevada and Utah, but also for populations in counties of states 
relatively far away from the NTS, like Arkansas, Colorado, Idaho, Kansas, 
Missouri, and Montana. Low thyroid doses, in the range from 0.001 to 0.1 rad. 
are calculated for counties in southern California. The average per capita 
thyroid dose from all tests is estimated to have been about 2 rad. 
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Date 

From 


Subject 

To 


ATTACHMENT 

10 


.O^UJAVE«CQRI?ESPONOyEIM.GE 


of Healtfi 
Nstionai Cancer Institute 


Memorandum 

June 21. 1991 

Chairman, Working Group for Thyroid/Iodine-131 Assessments 


Transmittal of Report to the Congress on Thyroid/Iodine-Ul Assessments 


Or. Samuel Broder, Director, MCI 

Through: Dr. Richard H. Adamson, Director, OCE, NCI 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act, Public law 97-414, Is 
attached. . 

DISCUSSION 


Section 7(4) directs the Secretary of Health and Human Services to: 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fal lout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute. National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-13i Assessments was 
established with Dr. Bruce Wachholz, National Cancer Institute, serving 
as chairman . 
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Director, NCI 


RECOMHENDATIQN 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Attachments 


Bruce U. Uachholz, Ph.D. 
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department of health and human services 


June 21. 1991 

Chairman, Working Group for Thyroid/Iodine-131 Assessments 


Transmittal of Report to the Congress on Thyroid/Iodine-I3l Assessments 


Dr. Samuel Broder, Director, NCI 

Through: Or. Richard H. Adamson, Director. DCE, NCI 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act, Public Law 97-414, is 
attached. 

DISCUSSION 


Section 7(a) directs the Secretary of Health and Human Services to; 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131 ; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer institute. National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Dr. Bruce Wachholz, National Cancer Institute, serving 
as chairman. 



221 
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Director, NCI 


RECOWMENDATTON 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Attachments 


Bruce W. Wachholz, Ph.D. 
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oeE;J!CEGU JirVfiuCQRB^SPONDOjlCE. 


Memorandum 


Director, National Cancer Institute 


Transmittal of Report to the Congress on Thyroid/Iodine-131 Assessments 


Dr. Bernadine Healy, Director, NIH 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act. Public Law 97-414, is 
attached. 

DISCUSSION 

Section 7(a} directs the Secretary of Health and Human Services to: 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute, National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Dr. Bruce Hachholz, National Cancer Institute, serving 
as chairman. 
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RECOMMENDATION 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Samuel Broder, M.O. 


Attachments 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 


Director, National Cancer Institute 

Transmittal of Report to the Congress on Thyroid/Iodine-131 Assessments 
Dr. Bernadine Mealy, Director, NIH 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act, Public Law 97-414, is 
attached. 

discussion' 


Section 7(a) directs the Secretary of Health and Human Services to; 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute, National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Dr. Bruce Hachholz, National Cancer Institute, serving 
as chairman. 
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Director, NIH 


RECOWiENDATION 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Attachments 


Samuel Broder, M.D. 
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EXECUTIVE CORRESPONDENCE 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 
National Institutes of Health 


Memorandum 

Date 


From Director, NIH 

Transmittal of Report to the Congress on Thyroid/Iodine-131 Assessments 

Subject 


Or. James 0. Mason 

To Assistant Secretary for Health 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act, Public Law 97-414, is 
attached. 

DISCUSSION 


Section 7(a) directs the Secretary of Health and Human Services to: 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute, National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Or. Bruce Wachholz, National Cancer Institute, serving 
as chairman. 
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RECOMMENDATION 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Attachments 


Bernadine Mealy, H.O. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 


Director, NIH 

Transmittal of Report to the Congress on Thyroid/Iodine-131 Assessments 


Or. James 0. Hasoir 
Assistant Secretary for Health 


ISSUE 

A report addressing the status of activities being carried out in 
response te Section 7(a) of the Orphan Drug Act, Public Law 97-414, is 
attached. 

DISCUSSION 

Section 7(a) directs the Secretary of Health and Human Services to: 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
•Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute, National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Dr. Bruce Wachholz, National Cancer Institute, serving 
as chairman. 
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That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


Attachments 


Bernadine Healy, M.D. 



230 


EXECUTIVE CORRESPONDENCE 


Assistant Secretary for Health 

Transmittal of Report to the Congress o 
ACTION 




The Secretary 
Through; US 
COS' 
ES 


essments 


ISSUE 

A report addressing the status of activities being carried out in 
response to Section 7(a) of the Orphan Drug Act, Public Law 97-414, is 
attached. 

DISCUSSION 


Section 7(a) directs the Secretary of Health and Human Services to: 

(1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid 
cancer that are associated with thyroid doses of Iodine-131; 

(2) conduct scientific research and prepare analyses necessary to 
develop valid and credible methods to estimate the thyroid doses 
of Iodine-131 that are received by individuals from nuclear bomb 
fallout; 

(3) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the exposure to 
Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests. 

Responsibility for implementing Section 7(a) of the law was delegated 
to the National Cancer Institute, National Institutes of Health. 
Subsequently, a Working Group on Thyroid/Iodine-131 Assessments was 
established with Dr. Bruce Wachholz, National Cancer Institute, serving 
as chairman. 
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RECOHHENDATION 

That the attached report be approved and forwarded to the Secretary for 
transmittal to the Congress. 


James 0. Mason, M.D., Dr.P.H. 


Attachments: 

Tab A - Executive Summary 
Tab B - Cost Worksheet 
Tab C - Transmittal Letters 
Tab 0 - Report to Congress 
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Interim Report of the Working Group for Thyroid/Iodine-131 Assessments 
Section 7(a) of the Orphan Drug Act, Public Law 97-414 


Executive Summary 

The Working Group for Thyroid/Iodine-131 Assessments, established by the 
Director of the National Cancer Institute to assist the Institute and 
the Secretary of Health and Human Services in discharging Departmental 
obligations under Public Law 97-414, Section 7(a), together with staff 
experts engaged for this purpose, are preparing a draft final report on 
the results of rdiearch and analyses to develop valid and credible (1) 
assessments of the exposure to Iodine-131 that the American people 
received from the Nevada atmospheric bomb tests, and (2) methods to 
estimate the thyroid doses resulting from such exposure. The data base, 
which includes time- and county-specific estimates of Iodine-131 ground 
and milk contamination, together with person-specific residence and 
dietary information as well as age and sex characteristics will provide 
an individual basis for estimates of Iodine-131 exposure. The 
availability of sufficient data to permit a valid and credible 
assessment of the risk of thyroid cancer associated with a thyroid dose 
of Iodine-131 is not anticipated for at least two years. 
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The Honorable Dan Quayle 
President of the Senate 
Washington, DC Z0515 

Dear Mr. President: 

Section 7(a) of the Orphan Drug Act, Public Law 97-414, requires 
the Secretary of Health and Human Services to conduct research and 
prepare analyses npcessary to: (1) develop valid and credible 
assessments of the risks of thyroid cancer that are associated with 
thyroid doses of Iodine-131, (2) develop valid and credible methods to 
estimate the thyroid doses of Iodine-131 that are received by 
individuals from nuclear bomb fallout, and (3) develop valid and 
credible assessments of the exposure to Iodine-131 that the American 
people received from the Nevada atmospheric nuclear bomb tests. 

A final report on items (2) and (3) above is expected during 1992 
from the Working Group that was established to assist the Secretary in 
fulfilling the requirements of Section 7(a) of Public Law 97-414. 
Availability of adequate credible data to address item (1) above is not 
anticipated for at least another two years. 

The attached status report of activities being carried out in 
accordance with Public Law 97-414, Section 7(a) is respectfully 
submitted. The total cost of the preparation of this report is $1500. 

Sincerely, 

Louis W. Sullivan, H.D. 


Enclosure 
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The Honorable Thomas S. Foley 
Speaker of the House of Representatives 
Washington, DC 20515 

Dear Hr. Speaker: 

Section 7(a) of the Orphan Drug Act, Public Law 97-414, requires 
the Secretary of Health and Human Services to conduct research and 
prepare analyses necessary to; (1) develop valid and credible 
assessments of the risks of thyroid cancer that are associated with 
thyroid doses of Iodine-131, (2) develop valid and credible methods to 
estimate the thyroid doses of Iodine-131 that are received by 
individuals from nuclear bomb fallout, and (3) develop valid and 
credible assessments of the exposure to Iodine-131 that the American 
people received from the Nevada atmospheric nuclear bomb tests. 

A final report on items (2) and (3) above is expected during 1992 
from the Working Group that was established to assist the Secretary in 
fulfilling the requirements of Section 7{a) of Public Law 97-414. 
Availability of adequate credible data to address item (1) above is not 
anticipated for at least another two years. 

The attached status report of activities being carried out in 
accordance with Public Law 97-414, Section 7(a) is respectfully 
submitted. The total cost of the preparation of this report is $1500. 

Sincerely, 

Louis W. Sullivan, H.D. 


Enclosure 
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Interin Report of the Working Group for Thyroid/Iodine-131 Assessments 
Section 7{a) of the Orphan Drug Act, Public Law 97-414 


Executive Summary 

The Working Group for Thyroid/Iodine-131 Assessments, established by the 
Director of the National Cancer Institute to assist the Institute and 
the Secretary of Health and Human Services in discharging Departmental 
obligations under Public Law 97-414, Section 7{a), together with staff 
experts engaged for this purpose, are preparing a draft final report on 
the results of research and analyses to develop valid and credible (1) 
assessments of the exposure to Iodine-131 that the American people 
received from the Nevada atmospheric bomb tests, and (2) methods to 
estimate the thyroid doses resulting from such exposure. The data base, 
which includes time- and county-specific estimates of Iodine-131 ground 
and milk contamination, together with person-specific residence and 
dietary information as well as age and sex characteristics will provide 
an individual basis for estimates of Iodine-131 exposure. The 
availability of sufficient data to permit a valid and credible 
assessment of the risk of thyroid cancer associated with a thyroid dose 
of Iodine-131 is not anticipated for at least two years. 
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COST WORKSHEET 


1. Development Costs: 

A. Cost of Conferences _X 

B. Grants X 

C. Contracts X — 

D. Consultants X — 

£. Travel _X_ 

Subtotal X 

2. Production Costs; 

A. Updating existing Data Files X 

B. Data Analysis i 50 

C. Editing i — 200 

D. Printing, Duplicating, etc. 5 250 

Subtotal S 500 

3. Direct Personnel Costs 

Direct Personnel $1.000 

Subtotal SI. 000 


Total Costs: 51,500 
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Interim Report of the Working Group for Thyroid/Iodine-131 Assessments 
Section 7(a) of the Orphan Drug Act, Public Law 97-414 


The previous Interim Report transmitted in Hay, 1986, provides the background 

and objectives of this activity and is incorporated into this report by 

reference (Enclosure A). 

The major efforts anticipated at the time of the earlier report included: 

1. The reconstruction of the continental cloud trajectory following each of 
the atmospheric weapons tests conducted at the Nevada Test Site between 
1951 and 1962. 

2. The reconstruction of rain patterns occurring during the time of passage 
of each cloud trajectory. 

3. The location, review, and analysis of all relevant monitoring data. 

4. The correlation of 1-3 above to estimate deposition of Iodine-131 from 
fallout by geographical area. 

5. The determination of environmental and human nutritional pathways of 
deposited Iodine-131 to estimate the population exposure from the Iodine- 


131 in the fallout. 
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6. The estimation of human thyroid size and activity as a function of sex and 
age, to assess the radiation dose to the thyroid from ingested Iodine-131. 

7. The assessment of the risk of thyroid cancer from a radiation dose of 
Iodine-131 to the thyroid as a function of sex and age, to the extent 
feasible. 


Technical and analytical activities associated with items 1-6 are complete. 

The draft final report on these activities is in preparation and should be 
available for peer review prior to January 1, 1992, on or about which date it 
is expected to be submitted to the Department. Subsequently it will be 
transmitted to the Congress. The availability of an adequate data base to 
address item (7) continues to be elusive. While limited additional 
information has been presented in recent years that is suggestive, it is of a 
controversial nature and inadequate as basis for risk assessment. 

Epidemiology studies to assess the risk of thyroid cancer from exposure to 
Iodine- 131 are long term in nature and have been initiated or expanded and are 
underway in Sweden, Israel, Yugoslavia, and the United States. Efforts also 
are underway to interact with the Soviet Union in designing epidemiological 
studies to investigate the occurrence of thyroid disease, including cancer, 
among persons exposed to Iodine-131 released as a result of the Chernobyl 
accident. This latter effort, if successful will result in many years of 
study, while the former new or expanded studies are not expected to yield 
useful information for another 2-4 years. 
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A brief summary of the technical progress regarding the above activities 
follows: 

Meteorological modelling of fallout trajectories at four elevations across the 
country was carried out for selected atmospheric tests based upon retrieved 
Weather Service data. These trajectories were compared with precipitation 
data available from one or more locations in each county in the United States. 
Precipitation records are of particular importance because the intersection of 
the fallout cloud and precipitation results in increased deposition of 
radionuclides with the precipitation. 

Comparison of fallout levels calculated by such modelling techniques 
frequently yielded results which were not consistent with monitoring data, 
however. For this reason the availability of monitoring data was given 
precedence over modelling calculations except for those tests where no 
monitoring data existed. Careful reanalysis of the monitoring data, together 
with sophisticated use of statistical techniques, allowed interpolation of 
fallout levels between sites of the monitoring locations so that estimates of 
fallout deposition in each country of the contiguous United States could be 
made for all the tests that contributed to such fallout. 


Because Iodine is transmitted via the pasture - cow - milk food pathway, data 
relevant to all of the factors related to milk production, processing, 
distribution and consumption practices in the 1950s and the 1960s was 
retrieved from official and unofficial sources. Estimation of the amounts of 
deposited Iodine-131 to which the American people ultimately were exposed 
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required the retrieval and/or acquisition of data and information in a number 
of areas: pasture grazing practices of large and family dairy herd operators 
in various parts of the country, pasture grass consumption needs of dairy 
cows, milk production by county, use of milk for personal or multiple 
commercial purposes {e.g. milk, cheese, ice cream), flow of milk into and out 
of each county and among area counties and milk marketing regions, and milk 
consumption as a function of age, sex, and region of the country. Moreover, 
the time over which these events took place and the mixing of milk originating 
from more or less contaminated areas contributed to the changes in the 
concentration of Iodine-131 in milk as it moved from the producing cow to the 
consumer. 

Calculation of the radiation dose to the thyroid gland due to Iodine-131 
involves estimation of the uptake of radioiodine from the blood, the mass of 
the thyroid, and the duration of retention in the gland. Average values for 
the weight of adult child and fetal thyroid glands and variation in uptake of 
Iodine-131 by the thyroid according to geographic region, time interval, and 
age (adult, newborn, and fetus) have been characterized in past studies. 

Doses to the thyroid per microcurie of Iodine-131 in take have been calculated 
for various age groups. 

As a result of these efforts the report will provide the methodology by means 
of which estimates of exposure to Iodine-131 can be made for persons of 
different ages of each sex in each county in the United States for every day 
in which fallout clouds travelled the country following each atmospheric 
weapons test that resulted in meaningful fallout. From this information, and 
using the residence and dietary histories of an individual, an estimate can be 
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made of a person's exposure to Iodine-131 on any day in any county. The data 
to support such an assessment Is quite extensive so that the report, together 
with its supplementary documents, is expected to be of the order of 100,000 
pages . 

As indicated previously, the information base of the risk of thyroid cancer 
resulting from exposure to Iodine-131 has not improved substantially in the 
past few years and the reader is referred to the previous Interim Report (pp 
3-4) for discussion of this topic. As also indicated above, current studies 
are anticipated to last another 2-4 years before a data base might be 
available. The number of identified persons exposed to known amounts of 
Iodine-131 and fulfilling the criteria required for productive clinical and/or 
epidemiological followup studies Is limited; hence the need for careful and 
longterm studies wherever appropriate populations of persons can be located, 
whether in the United States or in other countries. 

In summary, a final report on all aspects of Public Law 97-414 Section 7(a) 
except for an estimate of the risk of thyroid cancer in persons exposed to 
Iodine-131 is expected to be transmitted to the Congress in 1992. The 
possible availability of credible data to provide a risk estimate is not 
expected for another 2-4 years, and a report addressing this issue will be 
submitted as soon as the Working Group is of the opinion that it is reasonable 
and appropriate to provide a valid and credible estimate. 
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ANNUAL REPORT OF 

THE RADIATION EFFECTS BRANCH 
CHEMICAL AND PHYSICAL CARCINOGENESIS PROGRAM 
DIVISION OF CANCER ETIOLOGY 
NATIONAL CANCER INSTITUTE 


October 1, 1990 through September 30, 1991 


The Radiation Effects Branch (REB), establish^ in response to Public Law 95-622, 
plans, directs and administers a progrMi consisting of grants and contracts 
investigating the means by which exposure to ionizing and non-ionizing radiations, 
particularly at low doses or dose rates, leads to molecular and cellular events and 
processes resulting in mutagenesis, cell transformation, and carcinogenesis, and the 
associated dose-effect relatttjnshipsf directs and administers selected epidemio- 
logical studies investigating the effects of radiation exposure in humans; provides 
a broad spectrum of information, advice, and consultation to scientists and to 
institutional science management officials relative to the National Institutes of 
Health (NIH) and the National Cancer Institute (NCp funding and scientific review 
policies and procedures, preparation of grant applications, and choice of funding 
instruments; maintains contact with other Federal agencies and institutions and with 
the broader relevant scientific community to identify new and needed research in, 
and related to, the fields of radiation mechanisms and effects; provides NCI 
management with recommendations concerning funding needs, priorities, and strategies 
for the support of relevant research areas consistent with the current state of 
development of individual research elements and the promise of new initiatives; 
provides information, advice, and guidance to NCI management and staff on radiation- 
related issues; implements the mandates of Public Law 97-414, Section 7(a); and 
represents the Department of Health and Human Services on the Science Panel of the 
Committee on Interagency Radiation Research and Policy Coordination, which is 
located within the Office of Science and Technology Policy, Office of the President. 


The extramural activities of the Branch are accomplished through contractual 
agreements with universities and other Federal agencies, and through traditional 
individual research grants (ROl), conference grants (R13), first independent 
research support and transition (FIRST) awards (R29), program project grants (POl), 
small business innovative research (SBIR) grants (R43/44), o'J^jtanding 
grant (OIG) awards (R35), methods to extend research in time (MERIT) awards (R37), 
and academic research enhancement awards (AREA) (R15). At present .... 

administers 110 extramural research activities with an annual budget of 19 million 
dollars (Tables I and II). The program consists of two broad categories of 
research: mechanisms of radiation damage and repair, and radiation carcinogenesis. 
In addition, the NIH and the NCI have assigned to the Branch responsibility for the 
implementation of sections of two Public Laws addressing radiation-related issues 
emanating from Congressional policy concerns. 


Section 7(a) of Public Law 97-414, the Orphan Drug Act, requires the Secretary to 
conduct scientific research and prepare analyses necessary to develop 
credible (1) assessments of the risks of thyroid cancer that are associated with 
thyroid doses of Iodine-131, (2) methods to estimate the thyroid doses of lodine-isi 
that are received by individuals from nuclear weapons fallout, and (3) assessments 
of the exposure to Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests conducted during the years 1951-1963, A wor 9 
comiittee consisting of relevant expertise within and outside of the government is 
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addressing these issues. The committee is organized into three task groups 
addressing the risk of thyroid cancer per unit dose of Iodine-131 to the thyroid, 
the dose of Iodine-131 to the thyroid per unit of exposure to Iodine-131, and the 
development and verification of models to estimate the exposure of the American 
people to Io<iine-131 resulting from radioactive fallout associated with atmospheric 
nuclear weapons tests at the Nevada Test Site. Extensive efforts have been expended 
in the identification, recovery, acquistion and analyses of a wide range of data 
relevant to the required exposure and dose reassessments; these efforts have been 
carried out with the assistance of staff expertise acquired for this purpose and via 
interagency agreements. Activities associated with items (2) and (3) above should 
be complete during the next reporting period, with final reports to be submitted 
thereafter. 

Reviews and analyses of fallout source terms and available monitoring data for each 
of the atmospheric tests have been completed. In addition, meteorological 
conditions at multiple altitudes at the time of each test, together with wind and 
precipitation patterns across the United States during the days the fallout cloud 
was over United States territory, have been reconstructed. These data form the 
bases upon which statistical interpolation and extrapolation of fallout levels 
(i.e., ground surface levels) of Iodine-131 have been made for each of the then- 
existent 3,071 counties within the continental United States for each of the tests. 

Since the primary exposure of the public to Iodine-131 following the tests was via 
the consumption of milk produced by grazing cows, milk production and distribution 
patterns, by county, were reconstructed. This methodology resulted in estimates of 
Iodine-131 concentrations in milk in each county and included the consideration of 
such factors as the location and times of the year when dairy herds were on pasture 
in relation to the date of each test and the areas from which milk was mixed. These 
estimated Iodine-131 concentrations in milk, combined with demographic information 
and individual consumption rates, will permit an estimate of Iodine-131 exposure for 
residents of each county as a function of age and sex. It is anticipated that the 
exposure estimates will be completed within a year. 

The Hechanisras of Radiation Damage and Repair Program includes, but is not limited 
to, studies on molecular and cellular changes resulting from exposure to ionizing 
and non-ionizing (principally ultraviolet [UV]) radiation, ONA damage and repair 
following radiation exposure, the hypermutability, mutagenesis, and malignant 
transformation of exposed cells, mechanisms of tumor promotion, and mutagenicity- 
carcinogenicity relationships following exposure to radiation. 

The Radiation Carcinogenesis Program addresses the effects of exposure to ionizing 
and non-ionizing (principally UV) radiation, including, for example, the role of 
oncogenes, the identification of molecular markers unique to cells transformed by 
radiation, the role of cofactors and systemic mediators in radiation-induced 
carcinogenesis, the effect of dose rate and linear energy transfer on radiation- 
induced effects, dose-effect relationships, interspecies comparisons, 
cocarcinogenesis, the incidence of selected diseases as they may relate to exposure 
from radioactive fallout, and synthesis of radiobiological data in the assessment o 
risk and the establishment of appropriate radiation protection practices. 

Research activities are concerned with a wide variety of radiation effects including 
mechanisms of damage and repair of ONA by ionizing and non-ionizing radiation, an 
radiation carcinogenesis. The majority of the 108 grants (77) 
gations relating to mechanisms of radiation damage and repair of cellular DNA, uu 
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which investigate the effects of exposure to ionizing radiation and 17 of which 
study the consequences of exposure to ultraviolet radiation, microwaves and 
ultrasound. Twenty-four grants and two contracts fund studies in radiation carcino- 
genesis; research addressing radiation risks and the compilation and assessment of 
information is the objective of six grants. A Request for Applications (RFA) 
entitled "Molecular Analyses of Radiation- Induced Genetic Damage" was issued in 
response to guidance received during a workshop held earlier on the same topic. 
Twenty-four proposals were submitted in response to the RFA. 
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ANNUAL REPORT OF 

RADIATION EFFECTS BRANCH 
CHEMICAL AND PHYSICAL CARCINOGENESIS PROGRAM 
DIVISION OF CANCER ETIOLOGY 

NATIONAL CANCER INSTITUTE 

October I, 1391 through Septe^r 30, 1992 

The Radiation Effects Branch (REB), established in response to Public Law 95-622, 
plans, directs and administers a program consisting of grants and contracts 
investigating the means by which exposure to ionizing and non-ionizing radiations, 
particularly at low doses or dose rates, leads to molecular and cellular events and 
processes resulting in mutagenesis, cell transformation, carcinogenesis, and the 
associated dose-effect relationships; directs and administers selected epidemio- 
logical studies investigating the'effects of radiation exposure in humans; provides 
a broad spectrum of information, advice, and consultation to scientists and to 
institutional science management officials relative to the National Institutes of 
Health (NIH) and the National Cancer Institute (NCI) funding and scientific review 
policies and procedures, preparation of grant appl ications, and choice of funding 
instruments; maintains contact with other Federal agencies and institutions and with 
the broader relevant scientific community to identify new and needed research in, 
and related to, the fields of radiation mechanisms and effects; provides NCI 
management with recommendations concerning funding needs, priorities, and strategies 
for the siQ)port of relevant research areas consistent with the current state of 
development of individual research elements and the promise of new initiatives; 
provides information, advice, and guidance to NCI management and staff on radiation- 
related issues; implements the mandates of Public Law 97-414, Section 7(a); 
implements an Interagency Agreement with the Department of Energy under ii^ich 
negotiations with the governments of Belarus, Russia and Ukraine are in process to 
develop-and implement cooperative long-term health studies of thyroid disease and 
leukemia as they may relate to radiation exposure resulting from the Chernobyl 
nuclear accident; and represents the OepartMnt of Health and Human Services on the 
Science Panel of the Committee on Interagency Radiation Research and Policy 
Coordination, which is located within the Office of Science and Technology Policy, 
Office of the President. 

The extramural activities of the Branch are accomplished through contractual 
agreements with universities and other Federal agencies, and through traditional 
individual research grants (ROl), conference grants (RI3), first Independent 
research support and transition (FIRST) awards (R29), program project grants (PO!), 
small business innovative research (S8IR) grants (R43/44), outstanding Investigator 
grant (OIG) awards (R35), methods to extend research in time (MERIT) awards (R37), 
and academic research enhancement awards (AREA) (R15). At present the Branch 
administers 122 extramural research activities with an annual budget of 22.7 million 
dollars (Tables I and II). The program consists of two broad categories of 
research: mechanisms of radiation damage and repair, and radiation carcinogenesis. 
In addition, the NIH and the NCI have assigned to the Branch responsibility for the 
implementation of a section of a Public Law addressing radiation-related Issues 
emanating from congressional policy concerns. 

Section 7(a) of Public Law 97-414, the Orphan Drug Act, requires the Secretary to 
conduct scientific research and prepare analyses necessary to develop valid and 
credible (1) assessments of the risks of thyroid cancer that are associated with 
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thyroid doses of Iodine-131, (2) methods to estimate the thyroid doses of Iodine-131 
that are received by individuals from nuclear weapons fallout, and (3) assessments 
of the exposure to Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests conducted during the years 1951-1963. A working 
committee consisting of relevant expertise within and outside of the government is 
addressing these issues. The committee is oi^anized into three task groups 
addressing the risk of thyroid cancer per unit dose of Iodine-131 to the thyroid, 
the dose of Iodine-131 to the thyroid per unit of exposure to Iodine-13i, and the 
development and verification of models to estimate the exposure of the American 
people to Iodine-131 resulting from radioactive fallout associated with atmospheric 
nuclear weapons tests at the Nevada Test Site. Extensive efforts have been expended 
in the identification, recovery, acquisition and analyses of a wide range of data 
relevant to the required exposure. and dose reassessments; these efforts have been 
carried out with the assistance of staff expertise acquired for this purpose and via 
interagency agreements. Activities associated with items {2) and (3) above have 
been ctM^sleted during the present reporting period, and final reports will be 
submitted during the next reporting period. 

Reviews and analyses of fallout source terms and available monitoring data for each 
of the atmospheric 'tests have been completed. In addition, meteoi^loglcal 
conditions at multiple altitudes at the time of each test, together with wind and 
precipitation patterns across the United States during the days the fallout cloud 
was over United States territory, have been reconstructed. These data form the 
bases upon which statistical interpolation and extrapolation of fallout levels 
(i.e., ground surface levels) of lodine-lSl have been made for each of the then- 
existent 3,071 counties within the continental United States for each of the tests. 

Since the primary exposure of the public to Iodine-131 following the tests was via 
the consumption of milk produced by grazing cows, milk production and distribution 
patterns, by county, were reconstructed. This methodology resulted in estimates of 
Iodine-131 concentrations In milk in each county and included the consideration of 
such factors as the location and times of the year when dairy herds were on pasture 
in relation to the date of each test and the areas from which milk was mixed. These 
estimated Iodine-131 concentrations in milk, combined with demographic information 
and individual consumption rates, permit an estimate of Iodine-131 exposure for 
residents of each county as a function of age and sex. These exposure estimates 
have been completed. 

The Mechanisms of Radiation Damage and Repair Program Includes, but is not limited 
to, studies on molecular and cellular changes resulting from exposure to ionizing 
and non-ionizing, principally ultraviolet (UV) radiation, ONA damage and repair 
following radiation exposure, mutagenesis including radiation-induced 
hypermutability and genetic instability, malignant transformation by ionizing and 
non-ionizing radiation, mechanisms of tumor promotion and progression, and 
mutagenicity-carcinogenicity relationships following exposure to radiation. 

The Radiation Carcinogenesis Program addresses the effects of exposure of animal and 
human cells to ionizing and non-ionizing (principally UV) irradiation. Basic 
of currant interest include analyses of genes and gene transcripts showing altered 
expression in mammalian cells exposed to ionizing radiation, the characterization 
and elucidation of radiation-associated oncogenes and tumor suppressor genes, 
the detection and validation of molecular markers that may be unique to raairoalian 
cells transformed by the various forms of radiation. Several research projects max 
sophisticated use of animal models combined with molecular and cellular measurement 
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to Study specific types of rad t at ion -induced cancer (e.g., breast, leukemia), 
complex systemic effects such as the detection and analysis of stem-cell populations 
sensitive to ionizing radiation, the role of hormones on susceptibility to 
radiogenic cancer, and the influence of ionizing radiation on metastasis. Other 
areas of research in radiation biology important to REB include radiation quality 
and dose-effect relationships of ionizing radiation on neoplastic transformation, 
interspecies comparisons of incidence and types of radiation-induced cancer, and 
cocarcinogenesis studies. The emphasis in this program increasingly is toward a 
molecular-level and mechanistic description of the classic radiological endpoints 
such as radiation-induced cell cycle delay, mutagenesis and neoplastic 
transformation. The incidence of selected diseases as they may relate to exposure 
from radioactive fallout, the synthesis of radiobiological data in the assessment of 
risk, and the establishment of appropriate radiation protection practices continue 
as important activities supported by the REB. 

Research activities in these programs are concerned with a wide variety of radiation 
effects including mechanisms of damage and repair of ONA by ionizing and non- 
ionizing radiation, and radiation carcinogenesis. The majority of the 120 grants 
(83) support investigations relating to mechanisms of radiation damage and repair of 
cellular ONA. 59 of which investigate the effects of exposure to ionizing radiation 
and 24 of which study the consequences of exposure to ultraviolet radiation, 
microwaves or ultrasound. Thirty-one grants and two contracts fund studies in 
radiation carcinogenesis ranging from those which investigate basic research on 
mechanisms to those that address radiation risks and the compilation and assessment 
of information relevant to risk assessment. Six grants were funded (out of 33 
received) in response to a previously issued Request for Appl icattons (RFA) 
entitled, "Molecular Analyses of Radiation-Induced Genetic Damage." Two workshops 
were held; the subjects of these were "The Function, Regulation and Specificity of 
Proteins Induced in Cells Exposed to Ionizing Radiation," and "Molecular Mechanisms 
of Electromagnetic Field (EMF) Induced Transformation in Hamroalian Cells." 
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ANNUAL REPORT OF 

RADIATION EFFECTS BRANCH 
CHEMICAL AND PHYSICAL CARCINOGENESIS PROGRAM 
DIVISION OF CANCER ETIOLOGY 
NATIONAL CANCER INSTITUTE 

October 1, 1992 through September 30, 1993 

The Radiation Effects Branch (REB), established in response to Public Law 95-622, 
plans, directs and administers a program consisting of grants and contracts 
investigating the means by which exposure to ionizing and non-ionizing radiations, 
particularly at low doses or dose rates, leads to molecular and cellular events and 
processes resulting in mutagenesis, cell transformation, carcinogenesis, and the 
associated dose-effect relationships; directs and administers selected epidemio- 
logical studies investigating the effects of radiation exposure in humans; provides 
a broad spectrum of information, advice, and consultation to scientists and to 
institutional science management officials relative to the National Institutes of 
Health (NIH) and the National Cancer Institute (NCI) funding and scientific review 
policies and procedures, preparation of grant appl ications, and choice of funding 
instruments; maintains contact with other Federal agencies and institutions and with 
the broader relevant scientific community to identify new and needed research in, 
and related to, the fields of radiation mechanisms and effects; provides NCI 
management with recommendations concerning funding needs, priorities, and strategies 
for the support of relevant research areas consistent with the current state of 
development of individual research elements and the promise of new Initiatives; 
provides information, advice, and guidance to NCI management and staff on radiation- 
related issues; implements the mandates of Public Law 97-414, Section 7(a); 
implements arw Interagency Agreement with the Department of Energy under which 
negotiations with the governments of Belarus, Russia and Ukraine are in process to 
develop and" implement cooperative long-term health studies of thyroid disease and 
leukemia as they may relate to radiation exposure resulting from the Chernobyl 
nuclear power plant accident; and represents the Department of Health and Human 
Services on the Science Panel of the Committee on Interagency Radiation Research and 
Policy Coordination, which is located within the Office of Science and Technology 
Policy, Office of the President. 

The extramural activities of the Branch are accomplished through contractual 
agreements with universities and other Federal agencies, and through traditional 
individual research grants (ROl), conference grants (R13), first independent 
research support and transition (FIRST) awards (R29), program project grants (POl), 
small business innovative research (S6IR) grants (R43/44), outstanding investigator 
grant (016) awards {R35), methods to extend research in time (MERIT) awards (R37), 
and academic research enhancement awards (AREA) (R15). At present the Branch 
administers 120 extramural research activities with an annual budget of 22.6 million 
dollars (Tables I and II). The program consists of two broad categories of 
research: mechanisms of radiation damage and repair, and radiation carcinogenesis. 
In addition, the NIH and the NCI have assigned to the Branch responsibility for the 
implementation of a section of a Public Law addressing radiation-related issues 
emanating from congressional policy concerns. 

Section 7(3) of Public Law 97-414, the Orphan Drug Act, requires the Secretary to 
conduct scientific research and prepare analyses necessary to develop valid and 
credible (1) assessments of the risks of thyroid cancer that are associated with 


1179 



252 


thyroid doses of Iodine-131, (2) methods to estimate the thyroid doses of Iodine-13i 
that are received by individuals from nuclear weapons fallout, and (3) assessments 
of the exposure to Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bofrf> tests conducted during the years 1951-1963. A v«3rking 
committee consisting of relevant expertise within and outside of the government is 
addressing these issues. The committee has addressed three tasks; the risk of 
thyroid cancer per unit dose of Iodine-131 to the thyroid, the dose of Iodine-131 to 
tte thyroid per unit of exposure to Iodine-331, and the develofMRent and verification 
of models to estimate the exposure of the American people to Iodine-13i resulting 
from radioactive fallout associated with atmospheric nuclear weapons tests at the 
Nevada Test Site. Extensive efforts have been expended in the identification, 
recovery, acquisition and analyses of a wide range of data relevant to the required 
exposure and dose reassessments;, these efforts have been carried out with the 
assistance of staff expertise acquired for this purpose and via interagency 
agreements. Activities associate with items (2) and (3) above been completed 
during the present reporting period, and a final report has been prepared. 

Reviews and analyses of fallout source terns and available monitoring data for each 
of the atmospheric tests have been completed- In addition, meteorological 
conditions at multiple altitudes at the time of each test, together with wind and 
precipitation patterns across the United States during the days the fallout cloud 
was over United States territory, have been reconstructed. These data form the 
bases upon which statistical interpolation and extrapolation of fallout levels 
(i.e., ground surface levels) of Iodine-131 have been made for each of the then- 
existent 3,071 counties within the continental United States for each of the tests. 

Since the primary exposure of the public to Iodine-131 following the tests was via 
the consumption of milk produced by grazing cows, milk production and distribution 
patterns, by county, were reconstructed. This methodology resulted in estimates of 
Iodine-131 concentrations in milk in each county and included the consideration of 
such factors as the location and times of the year when dairy herds were on pasture 
in relation to the date of each test and the areas from which milk was mixed. These 
estimated Iodine-131 concentrations in milk, combined with demographic Information 
and individual consumption rates, permit an estimate of Iodine-131 exposure for 
residents of each county as a function of age and sex. These exposure estimates 
have been completed. 

Under the auspices of agreements between the United States and Belarus, Russia and 
Ukraine for studies related to Civilian Nuclear Reactor Safety, the NCI and the RtB, 
together with other components of the NIH, at the- request of and under an Inter- 
agency Agreement with the Department of Energy, have been working with the 
Ministries of Health of each of the three countries, and with appropriate institutes 
and centers within the Ministries, to develop and implement, as appropriate, joint 
long-term studies of thyroid disease, especially cancer, among children exposed to 
radioisotopes of iodine as a result of the Chernobyl nuclear power plant accident, 
and of leukemia among the clean-up workers. A case-control study of 119 children m 
Belarus with thyroid cancer was begun, including the review of medical and pathology 
records, identification and selection of control subjects, and initial the 

reconstruct radiation doses to the thyroid (using techniques similar to those 
above paragraph) of all subjects. Following two years of discussions with 
Belarussian authorities, scientists and physicians, a prospective cohort study, 
Including individual dose reconstruction, to identify and follow a large number 
children In Belarus for thyroid cancer was agreed upon; this research protocol 
currently is undergoing review in both countries. Similar studies are being 
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discussed with authorities. sciefitists_and physicians in Ukraine; efforts also are 
being made there to initiate a case-control study of thyroid cancer among children 
and to reach agreement in the near future on a research protocol for a long-term 
cohort study on thyroid disease among children. Discussions with Russian 
authorities also are underway. These activities are coordinated with the 
Departments of State and Energy and, as appropriate, other U.S. entities (e.g., 
embassies. Nuclear Regulatory Commission, private organizations) and international 
organizations (e.g., Coiimission of the European Comnunities, World Health 
Organization) . 

The Mechanisms of Radiation Damage and Repair Program includes, but is not limited 
to, studies on molecular and cellular changes resulting from exposure to ionizing 
and non-ionizing, principally ultraviolet (UV) radiation, WlA damage and repair 
following radiation exposure, mutagenesis including radiation-induced 
hypermutability and genetic instability, malignant transformation by ionizing and 
non-ionizing radiation, mecKanisnts of tumor promotion and progression, and 
mutagenicity-carcinogenicity relationships following exposure to radiation. 

The Radiation Carcinogenesis Program addresses the effects of exposure of animal and 
human cells to ionizing and non-ionizing (principally UV) irradiation. Basic areas 
of current interest include analyses of genes and gene transcripts showing altered 
expression in -mammalian cells exposed to ionizing radiation, the characterization 
and elucidation of radiation-associated oncogenes and tumor suppressor genes, and 
the detection and validation of molecular markers that may be unique to mammalian 
cells transformed by the various forms of radiation. Several research projects make 
sophisticated use of animal models combined with molecular and cellular-measurements 
to study specific types of radiation-induced cancer (e.g., breast, leukemia), 
complex systemic effects such as the detection and analysts of stem-cell populations 
sensitive to ionizing radiation, the role of hormones on susceptibility to 
radiogenic cancer, and the Influence of ionizing radiation on metastasis. Other 
areas of research in radiation biology include radiation quality and dose-effect 
relationships of ionizing radiation on neoplastic transformation. Interspecies 
coB^arisons of incidence and types of radiation-induced cancer, and cocarcinogenesis 
studies. The emphasis In this program increasingly is toward a molecular-level and 
mechanistic description of the classic radiological endpoints such as radiation- 
induced cell cycle delay, mutagenesis and neoplastic transformation. The incidence 
of selected diseases as they may relate to exposure from radioactive fallout, the 
synthesis of radiobiological data in the assessment of risk, and the establishment 
of appropriate radiation protection practices continue as Important activities 
supported by the RE8. 

Research activities in these programs are concerned with a wide variety of radiation 
effects including mechanisms of damage and repair of DNA by ionizing and non- 
ionizing radiation, and radiation carcinogenesis. The majority of the 120 grants 
(91) support investigations relating to mechanisms of radiation damage and repair of 
cellular DNA, 65 of which investigate the effects of exposure to ionizing radiation 
and 26 of which study the consequences of exposure to ultraviolet radiation. 
Thirty-three grants and two contracts fund studies in radiation carcinogenesis 
ranging from those which investigate basic research on mechanisms to those that 
address radiation risks and the compilation and assessment of information relevant 
to risk assessment. 
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ANNUAL REPORT OF 

RADIATION EFFECTS BRANCH 
CHEMICAL AND PHYSICAL CARCINOGENESIS PROGRAM 
DIVISION OF CANCER ETIOLOGY 
NATIONAL CANCER INSTITUTE 

October 1. 1993 through September 30. 1994 

The Radiation Effects Branch (REB). established in response to Public Law 95-622, 
plans, directs and administers a program consisting of grants and contracts 
investigating the means by which exposure to ionizing and non-ionizing radiations, 
particularly at low doses or dose rates, leads to molecular and cellular events and 
processes resulting in mutagenesis, cell transformation, carcinogenesis, and the 
associated dose-effect relationships: directs and administers selected epidemio- 
logical studies investigating the effects of radiation exposure in humans: provides 
a broad spectrum of information, advice, and consultation to scientists and to 
institutional science .-management officials relative to the National Institutes of 
Health (NIH) and the National Cancer Institute (NCI) funding and scientific review 
policies and procedures, preparation of grant applications, and choice of funding 
instruments: maintains contact with other Federal agencies and institutions and with 
the broader relevant scientific community to identify new and needed research in, 
and related to. the fields of radiation mechanisms and effects: provides NCI 
management with recommendations concerning funding needs, priorities, and strategies 
for the support of relevant research areas consistent with the current state of 
development of individual research elements and the promise of new initiatives: 
provides Information, advice, and guidance to NCI management and staff on radiation- 
related issues: implements the mandates of Public Law 97-414, Section 7(a): 
implements an Interagency Agreement with the Department of Energy under which 
negotiations with the governments of Belarus. Russia and Ukraine are in process to 
develop and Implement cooperative long-term health studies of thyroid disease in 
children and leukemia in clean-up workers as they may relate to radiation exposure 
resulting from the Chernobyl nuclear power plant accident: and represents the 
Department of Health and Human Services on the Science Panel of the Committee on 
Interagency Radiation Research and Policy Coordination, which is located within the 
Office of Science and Technology Policy. Office of the President, 

The extramural activities of the Branch are accomplished through contractual 
agreements with universities and other Federal agencies, and through traditional 
individual research grants (ROD. conference grants (R13). First Independent 
Research Support and Transition (FIRST) Awards (R29), program project grants (POD. 
Small Business Innovative Research (SBIR) grants (R43/44). Outstanding Investigator 
Grant (OIG) Awards (R35). Methods to Extend Research in Time (MERIT) Awards (R37). 
and Academic Research Enhancement Awards (AREA) (R15). At present the Branch 
administers 120 extramural research activities with an annual budget of 22.6 million 
dollars (Tables I and II). The program consists of two broad categories of 
research: mechanisms of radiation damage and repair, and radiation carcinogenesis. 

In addition, the NIH and the NCI have assigned to the Branch responsibility for the 
implementation of a section of a Public Law addressing radiation-related issues 
emanating from congressional policy concerns. 

Section 7(a) of Public Law 97-414. the Orphan Drug Act. requires the Secretary to 
conduct scientific research and prepare analyses necessary to develop valid and 
credible (1) assessments of the risks of thyroid cancer that are associated with 
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thyroid doses of Iodine-131. (2) methods to estimate the thyroid doses of Iodine-131 
that are received by individuals from nuclear weapons fallout, and (3) assessments 
of the exposure to Iodine-131 that the American people received from the Nevada 
atmospheric nuclear bomb tests conducted during the years 1951-1963. A working 
coninittee consisting of relevant ei^rtise within and outside of the government is 
addressing these issues. The camittee has addressed three tasks: the risk of 
thyroid cancer per unit dose of Iodine-131 to the thyroid, the dose of Iodine-131 to 
the thyroid per unit of exposure to Iodine-131, and the development and verification 
of models to estimate the exposure of the American people to Iodine-131 resulting 
from radioactive fallout associated with atmospheric nuclear weapons tests at the 
Nevada Test Site. Extensive efforts have been expended in the identification, 
recovery, acquisition and analyses of a wide range of data relevant to the required 
exposure and dose reassessments: these efforts have been carried out with the 
assistance of staff expertise acquired for this purpose and via interagency 
agreements. Activities associated with items (2) and (3) above been completed 
during the present reporting period, and a final report has been reviewed prior to 
printing. Item (1) is closely related to the thyroid studies in the republics of 
the former Soviet Union indicated above and discussed below. 

Reviews and analyses of fallout source terms and available monitoring data for each 
of the atmospheric tests have been completed. In addition, meteorological 
conditions at -multiple altitudes at the time of each test, together with wind and 
precipitation patterns across the United States during the days the fallout cloud 
was over United States territory, have been reconstructed. These data form the 
bases upon which statistical interpolation and extrapolation of fallout levels 
(i.e., ground surface levels) of Iodine-131 have been made for each of the then- 
existent 3,071 counties within the continental United States for each of the tests. 

Since the primary exposure of the public to Iodine-131 following the tests was via 
the consunption of milk produced by grazing cows, milk production and distribution 
patterns, by county, were reconstructed. This methodology resulted in estimates of 
Iodine-131 concentrations in milk in each county and included the consideration of 
such factors as the location and times of the year when dairy herds were on pasture 
in relation to the date of each test and the areas from which milk was mixed. These 
estimated Iodine-131 concentrations in milk, combined with demographic information 
and individual consumption rates, permit an estimate of Iodine-131 exposure for 
residents of each county as a function of age and sex. These exposure estimates 
have been completed. 

Under the auspices of agreements between the United States and Belarus, Russia and 
Ukraine for studies related to Civilian Nuclear Reactor Safety, the NCI and the REB. 
together with other components of the NIH. at the request of and under an Inter- 
agency Agreement with the Department of Energy, have been working with the 
Ministries of Health of each of the three countries, and with appropriate institutes 
and centers within the Ministries, to develop and implement, as appropriate, joint 
long-term studies of thyroid disease, especially cancer, among children exposed to 
radioisotopes of iodine as a result of the Chernobyl nuclear power plant accident, 
and of leukemia among the clean-up workers. A case-control study of 119 children in 
Belarus with thyroid cancer is nearly complete, including the review of medical and 
pathology records, identification and selection of control subjects, and initial 
efforts to reconstruct radiation doses to the thyroid (using techniques similar to 
those in the above paragraph) of all subjects. Following two years of discussions 
with Belarussian authorities, scientists and physicians, a prospective cohort study, 
including individual dose recbnstruction. to identify and follow approximately 
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15.000 children in Belarus for thyroid cancer was agreed upon: this research 
protocol has been approved by a scientific peer-review committee, by Institutional 
Review Boards (IRB) in both countries, and by the Office of Protection from Research 
Risks of the National Institutes of Health. An agreement to implement these studies 
was signed by the Minister of Health. Belarus and the Department of Energy, and 
joint implementation activities were begun. Similar studies are being discussed 
with authorities, scientists and physicians in Ukraine. Efforts also are being made 
there to initiate a case-control study of thyroid cancer among children, and a 
research protocol for a long-term cohort study on thyroid disease among children in 
Ukraine has been agreed upon and has been peer reviewed. It is expect^ that the 
protocol will be submitted to IRBs in both countries in the near future. 

Discussions with Russian authorities also are underway. These activities are 
coordinated with the Departments of- State and Energy and. as appropriate, other U.S. 
entities (e.g., U.S. embassies. Nuclear Regulatory Commission, private 
organizations) and international organizations le g.. Commission of the European 
Comiiunities. World Health Organization). 

The Mechanisms of Radiation Damage and Repair Program includes, but is not limited 
to. studies on molecular and cellular changes resulting from exposure to ionizing 
and non-ionizing, principally ultraviolet (UV). radiation, DNA damage and repair 
following radiation exposure, mutagenesis including radiation-induced 
hypermutability and genetic instability, malignant transformation by ionizing and 
non-ionizing radiation, mechanisms of tumor promotion and progression, and 
mutagenicity-carcinogenicity relationships following exposure to radiation. 

The Radiation Carcinogenesis Program addresses the effects of exposure of animal and 
human cells to ionizing and non-ionizing (principally UV) irradiation. Basic areas 
of current^! nterest include analyses of genes and gene transcripts showing altered 
expression in mammalian cells exposed to ionizing radiation, the characterization 
and elucidation of radiation-associated oncogenes and tumor suppressor genes, and 
the detection and validation of molecular markers that may be unique to mammalian 
cells transformed by the various forms of radiation. Several research projects make 
sophisticated use of animal models combined with molecular and cellular measurements 
to study specific types of radi at ion -induced cancer (e.g., breast, leukemia), 
complex systemic effects such as the detection and analysis of stem-cell populations 
sensitive to ionizing radiation, the role of hormones on susceptibility to 
radiogenic cancer, and the influence of ionizing radiation on metastasis. Other 
areas of research in radiation biology include radiation quality and dose-effect 
relationships of ionizing radiation on neoplastic transformation, interspecies 
comparisons of incidence and types of radiation-induced cancer, and cocarcinogenesis 
studies. The emphasis in this program increasingly is toward a molecular-level and 
mechanistic description of the classic radiological endpoints such as radiation- 
induced cell cycle delay, mutagenesis and neoplastic transformation. The incidence 
of selected diseases as they may relate to exposure from radioactive fallout, the 
analyses of radiobiological data in the assessment of risk, and the scientific basis 
for the establishment of appropriate radiation protection practices continue as 
important activities supported by the REB. 

Research activities in these programs are concerned with a wide variety of radiation 
effects including mechanisms of damage and repair of DNA by ionizing and non- 
ionizing radiation, and radiation carcinogenesis. The majority of the 120 grants 
(91) support investigations relating to mechanisms of radiation damage and repair of 
cellular DNA. 65 of which investigate the effects of exposure to ionizing radiation 
and 26 of which study the consequences of exposure to ultraviolet radiation. 

Thirty-three grants and two contracts fund studies in radiation carcinogenesis 
ranging from those which investigate basic research on mechanisms to those that 
address radiation risks and the compilation and assessment of information relevant 
to risk assessment. 
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ANNUAL REPORT OF 

radiation effects branch 

CHEMICAL AND PHYSICAL CARCINOGENESIS PROGRAM 
DIVISION OF CANCER ETIOLOGY 

NATIONAL CANCER INSTITUTE 

October 1, 1994 through September 30, 1995 

The Radiatioa Effects Branch (REB), established in response to Public Law 95-622, plans, 
directs and administers a progi^ consisting of grants and contracts investigating the means by 
which exposure to ionizing and nonionizing radiations, particularly at low doses or dose rates, 
leads to molecular and cellular events and prot^^es renting in mutagenesis, cell 
transformation, carcinogenesis, and the associated dose-effect relationships; directs and 
administers selected epidemiological studies investigating the effects of radiation exposure in 
humans; provides a broad spectrum of information, advice, and consultation to scientists and to 
institutional science man^ement officials relative to National Instimtes of Health (NTH) and 
the National Cancer Institute (NCI) fiinding and scientific review policies and procedures, 
preparation of grant applications, and choice of fimding instruments; maintains contact wi± 
other Federal agencies and institutions and with the broader relevant scientific commimity to 
identify new and needed research in, and related to, the fields of radiation mechanisms and 
effects; provides NCI management with recommendations concerning funding needs, priorities, 
and strategies for the support of relevant research areas consistent with the current state of 
development of individual research elements and the promise of new initiatives; provides 
information, advice,' and guidance to NCI management and staff on radiation-related issues; 

• cooperates with the National Aeronautics and Space Administration (NASA) under an NCI- 
NASA Memorandum of Understanding to jointly develop, initiate and support radiation 
rese^ch relevant to areas of mutual interest to both agencies; implements the mandates of 
Public Law 97-414, Section 7(a); implements an Interagen^ Agreement with the Department of 
Ener^ under which negotiations have been conducted with the governments of Belarus, Russia 
and Ukraine to develop and implement cooperative long-term health studies of thyroid disease, 
especially cancer, in cluldreu and leukemia m dean-up workers as they may relate to radiation 
exposure resulting from the Chernobyl nudear power plant accident; and represents the 
Department of Health and Human Services on the Saence Panel of the Committee on 
Interagency Radiation Research and Policy Coordination, which is located within the Office of 
Science and Technology Policy, Office of the President 

The extramural activities of the Branch are accomplished through contractual agreements with 
universities and other Federal agendes, and through traditional individual research grants 
(ROl), conference grants (Rl3), First Independent Research Support and Transition (FIRST) 
Awards (R29), program project grants (POl), Small Business Innovative Research (SBER) 
grants (R43/44), Outstanding Investigator Grant (OIG) Awards (R35), Methods to Extend 
Research in Time (MERIT) Awards (R37), and Academic Research Enhancement Awards 
(AREA) (R15). At present the Branch administers 131 extramural research activities with an 
annual budget of 19.75 million dollars (Tables I and II). The program consists of two broad 
categories of research: mechanisms of radiation damage and repair, and radiation 
carcinogenesis. In addition, the NTH and the NCI have assigned to the Branch responsibility 
for the implementation of a section of a Public Law addressing radiation-related issues 
emanating from congressional poliq' concerns. 

Section 7(a) of Public Law 97-414, the Orphan Drug Act, requires the Secretary to conduct 
scientific research and prepare analyses necessary to develop valid and credible (1) assessments 
of the risks of thyroid cancer that are associated with thyroid doses of Iodine- 131, (2) methods 
to estimate the thyroid doses of Iodme-131 that are received by individuals firom nuclear 
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weapons fallout, and (3) assessments of ±e exposure to Iodine-131 that the American people 
received from the Nevada atmospheric nuclear bomb tests conducted during the years 1951- 
1963. Relevant expertise within and outside of the government has been mobilized to these 
issues: the risk of thyroid cancer per unit dose of Iodine-131 to the thyroid, the dose of Iodine- 
131 to the thjToid per unit of exposure to Iodine- 131, and the development and verification of 
models to estimate the exposure of the American people to Io<toe-131 resulting from 
radioa^ve fallout associated with atmospheric nuaear weapons tests at the Nevada Test Site. 
Extensive efforts have been expended in the identification, recovery, acquisition and analyses of 
a wide range of data relevant to the required exposure and dose reassessments; these efforts 
have been carried out with the assistance of staff expertise acquired for this purpose and via 
interagency agreements. Activities associated with items (2) and (3) above been completed 
during the present reporting period, and a final report has been reviewed prior to printing. 

Item (1) is closely related to the thyroid studies in the republics of the former Soviet Union 
indicated above and discussed below. 

Reviews and analyses of fallout source terms and available monitoring data for each of the 
atinospheric tests have been completed. In addition, meteorologicai conditions at multiple 
altimdes at the time of each test, together with wind and precipitation patterns across the 
United States during the d^ the fallout cloud was over United States territory, have been 
reconstructed. Ttese data form tbc bases upon which statistical interpolation and extrapolation 
of fallout levels (i.e., ground surface levels) of I<K3ine-131 have been made for each of the then- 
existent 3,071 counties within the continental United States for each of the tests. 

Since the primary exposure of the public to Iodioe-13 1 following the tests was via the 
consmnption of milk produced by grazing cows, milk production and disiributioh patterns, by 
county, were reconstructed. This methodology resulted in estimates of Iodine- 131 
concentrations in milk in each coun^ and included the consideration of such frictors as the 
location and times of the year when dairy herds-were on pasture in relation to the date of each 
test and the areas from which milk was mixed. These estimated Iodine-131 concentrations in 
mii^ combined with demographic informanonlmd individual consumption rates, permit an 
esti m ate of Iodine-131 e^qiosure for residents of each coun^ as a function of age and sex. 

These exposure estimates have been completed. 

Under the auspices of agreements between the United States and Belarus, Russia and Ukraine 
for studies related to Civilian Nuclear Reactor Safety, the NCI and the REB, together with 
other componeots of the NTH, at the request of and under an Interagency A^eement with the 
Departoent of Energy, have been working with the Ministries of Health of each of the three 
countries, and with appropriate institutes and centers within the Ministries, to develop and 
implement, as appropriate, joint long-term studies of thyroid disease, especially cancer, among 
chudrcQ exposea to radioisotopes or iodine as a result of the Chernobyl nuclear power plant 
accident, and of leukemia among the dean-up workers. A case-control study of 107 children in 
Belarus with tl^oid cancer is nearly complete, induding the review of medical and pathology 
records, identification and selection of control subjects, and initial estimates of the radiation 
doses to the thyroid of all case and control subjects. Following two years of discussions with 
Belarussian and Ukrainian authorities, scientists and pbysidans, prospective cohort studies, 
induding individual dose recoostnictioa, to identify and follow approximately 15,000 children in 
Belarus and 70,000 children in Ukraine for thyroid cancer was agreed upon; these research 
protocols have been approved by sdentific peer-review committees, by Institutional Review 
Boards (IRB) in each coimtiy, and by the Office of Protection from Research Risks of the 
National Institutes of Health. Separate agreements to inmlemcnt these studies were signed by 
the Department of Energy and the Ministers of Health of Belarus and of Ukraine, and joint 
implementation activities were begun. Efforts also are being made in Ukraine to initiate a 
case-control study of thyroid cancer among children. These activities are coordinated with the 
Departments of State and Energy and, as appropriate, other U.S. entities (e.g., U.S. embassies, 
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the Nuclear Regulatory ConunissioDi, private organizations) and international organizations 
(e.g.. Commission of the European Communities, World Health Organization). 

The Branch also was responsible for the development of a Memorandum of Understanding 
(MOU) between the NCI and NASA that was approved by both agencies during the year. The 
principal objective of the MOU is "to establish oillaborative science planning and joint funding 
of radiation research and technology of applicsd>0tty to common progra^.” The initial 
cooperative efibrt to unplement the MOU was a woriehop on "Mechanisms of Transmissible 
Genomic Instability from the Exposure of Mammaiian Cells to Ionizing Radiation," held on 
August 3-4, 1995, and sponsored by the Branch and the Office of Life and MiCTOgravity 
Sciences and Applications, NASA 

The Mechanisms of Radiation Damage and Repair Program includes, but is not limited to, 
studies on molecular and cellular changes resulting from exposure to ionizmg and nonionizing, 
principally ultraviolet (UV), radiation, DNA damage and repair following radiation exposure, 
mutagenesis including radiation-indaced hypermutability and genetic instability, malignant 
transformation by ionizing and nonionizing radiation, mechanisms of tumor promotion and 
progression, and mutagemdty-carciaogenicity relationships following exposure to radiation. 

The Radiation Carcinogenesis Program addresses the effects of exposure of animal and human 
cells to ionizing and nonionizing (principally UV) irradiation. Basic areas of current interest 
include analyses of genes and gene transcripts showing altered expression in mamms^'an <^lls 
exposed to ionizmg radiation, tiie characterization and elucidation of r^iation-associated 
oncogenes and tumor suppressor genes, and the detection and validation of molecidar markers 
that may be unique to mammalian cells transformed by the various forms of radiation. Several 
research projects make sophisticated use of animal models combined with molecular and 
cellular measurements to study specific types of radiation-induced cancer (e.g., breast, 
leukemia), complex systemic effects such as the detection and analysis of stem-<»U populations 
sensitive to ioniring. radiation, the role of hormones on susceptibility to radiogenic cancer, and 
the influence of ionizi^ radiation on metastasis. Other areas of research in radiation biology 
include radiation-quality and dose-effect relationships of ionizing radiation on neoplastic 
transformation, interspecies comparisons of incidence and types of radiation-induced cancer, 
and cocardnogenesis studies. The emphasis in this program increasingly is toward a mqlccular- 
level and mechanistic description of the classic radiological endpoints such as radiation-induced 
cell cycle delay, mutagenesis and neoplastic transformation. The incidence of selected diseases 
as they may relate to exposure from radioactive ^out, the analyses of radiobiological data in 
the assessment of risk, and the scientific basis for the establishment of appropriate radiation 
protection practices continue as imponant activities supported by the R£B. 

Research activities in these programs are concerned with a wide variety of radiation effects 
including mechanisms of damage and repair of DNA by ionizing and nonionizing radiation, and 
radiation carcinogenesis. The Branch administers 131 extramural research activities, including 
122 traditional grants plus supplements to 9 of these grants. The majority of the 122 grants (92) 
support investigations relating to mechanisms of radiation damage and repair of cellular DNA 
72 of which investigate the effects of exposure to ionizing radiation and 20 of which smdy ±e 
consequences of exposure to ultraviolet radiation. Thirty grants fund studies in radiation 
carcinogenesis ranging from those which investigate basic research on mechanisms to those that 
address radiation risks and the compilation and assessment of information relevant to risk 
assessment. 
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ATTACHMENT 

12 


note 


Date: May 5, 1993 


To: Sue Feldman 

Subject: Program Advisory Committee Assessments 


Attached are the "Assessment" sections of the OMB ATTACHMENT form for each of the 
five (S) NCI Program Advisory Committees dted in your memorandum of April 27lh to the 
Director, NCI. 

A copy of the pertinent statute is included in the one case where it is applicdile. A 
WordPerfect disk copy of the text of the assessment sections is also provided. 

Please let me know if additional information is required. 


Attachments 

cc: Dr. Broder 

tMs. Tisevioh 
Ms. Frank, CMO, NCI 
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OapartmQnt of Health and Human Services 
National Institutes of Health.- 
NCI THYROID/IOOINE-131 ASSESSMENTS COMMITTEE 
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Department of Health and Human Services 
National Institutes of Health: 

NCI THYROIO/IODINE-131 ASSESSMENTS COMMITTEE 
Assessment 

Though it was not required by statute, the NCI Thyroid/Iodine-131 Assessments 
Committee was established to assist the Director, NCI, and the Secretary of Health and 
Human Serwces in responding to Section 7(al of Public Law 97-414 which directed the 
Secretary, OHHS, to: (1) conduct scientific research and prepare analyses necessary to 
develop valid and credible assessments of the risks of thyroid cancer that are associated 
with thyroid doses of lodino-131: (21 conduct scientific research and prepare analyses 
necesssary to develop valid and credible methods to estimate the thyroid doses of lodine- 
131 that are received by individuals from nuclear bomb fallout; and (31 conduct scientific 
research and prepare analyses necessary to develop valid and credible assessments of the 
exposure to Iodine-131 that the American people received form the Nevada atmospheric 
nuclear bomb tests. 

Its membership consists of 1 2 persons who are authorities knowledgeable in such fields as 
radioactive fallout dosimetry, mechanisms of environmental transport of radionuclides, 
thyroid metabolism of Iodine, effects of radiation on the thyroid, 
epidemiology/biostatistics, and risk assessment. 

Recommendation 

The charter of tNs committee specifically states that the Committee sh<Hiid meet at least 
once each year, prepare and submit an annual report to the Secretary, OHHS, among 
others, and "terminate September 15, 1993, unless extension beyond that data is 
appropriately requested and approved. "Because charge to the Committee has been 
appropriately addressed in the conduct of its business, and because its significant 
accomplishments are now a matter of record, it is recommended that the Committee 
terminate on the prescnbed date. 
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ATTACHMENT 

13 


INTERNATIONAL WORKSHOP ON 
ENVIRONMENTAL DOSE RECONSTRUCTION 

November 16, 1994 
Atlanta, Georgia 


THYROID DOSES FROM IODINE 131 TO THE U.S. POPULATION 
RESULTING PROM ATMOSPHERIC NUCLEAR WEAPONS TESTS 
CONDUCTED AT THE NEVADA TEST SITE 


Dr. Andre Bouville 
Senior Radiation Physicist 
National Cancer Institute 
Bethesda, Maryland 
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morning by Lynn Anspaugh. Howard Beck was really instrumental in 
estimating the depositions of iodine 131 throughout the country. 
We also had the help of NOAA, which is the United States Weather 
Bureau, if you would. And NOAA was responsible for all 
meteorological data and the precipitation data as well. 

But also we had the help of non-government people. And 
first of all I list Lawrence Livermore National Laboratory, and 
Lynn Anspaugh in particular; Oak Ridge National Laboratory, 
that's where Owen Hoffman used to work, and Owen contributed to 
this study; RAC. which is Radiological Assessments Corporation, 
and John Till helped tremendously as well; SAIC, that's where 
Paul Voilleque used to work, and Paul is also a member of the 
thyroid committee. So he's one of the people who actually is 
responsible for the results of the study.- And other people I 
would like to mention, Steve Simon, who also participated in this 
study. So you see quite a few people who are here participated 
in this study. 

The study was conducted from 1985 to 1992. Practically all 
of the results have been available since 1992, since two years 
ago, but the report is still Co come out, to be published. I say 
that we had to estimate the thyroid dose Cor each county of the 
United States, and here is your map representing all those 
counties. And Lynn Anspaugh told you this morning that Che area 
we were working on was large, very large, but ours was even 
larger than that one. 
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ATTACHMENT 

14 


DEPARTMENT OF HEAITH A HUNAN SERVICES PubBc HmWi Sarvioe 


Nation*! Canoar ifwffan* 
Sathaada, Maryland 208S2 

Hhoh 


It ssems that tlw question asked nau«ner about vvhat has been done onthe report dnos 1994 

was rast answered dead/. The blowing rna^ hdp to ansiiiuer this ques^ 

• On fOOt4ob«‘i994,Andr6prcM(ted&ucev^aSRt*axrptete*dnAofthen^ortd«t 
included: (I) al chaptcn offric Main Tad; (2) all ippendfccs; P) aU anncses (w«h the exception of 2 
long tables fix each tesQ: {4) a tkeietsn format for the sub-anoaxes. 

• Ihe rn^ taste that nsnruined to be done in October 1994 were: ( I ) to finai> formaainf and to prirt 
o«i:the.sii>^n0«ts {about 1 00,000 pages) and the long tables for tiwanneoas (about 10.CO0 pages); 
p) to rei^ew and edit the Main Te)e and the apperxiices; p) to i^ytate the graphics; to the extert 

' |:^533ie'^ necessar/; during ttW entire process. 

• Task I (sifo-annexes artd annexes): k was thought in 1994 that k was necessary to prepare 3 

handcopies of the report aryi, therefore, that the tub-arviexes had to be printed. Wth that purpose in 
rr^. DO£©4LinNewYorkin 1 994 prepxedCD-AWb with the that had been foisted- 
The files on the CD-ROMs were upload on the DCRT computer in 1995 and the remaindar of the 
annexes as wel as about IO%afthesub4inneMeswefeprinlBdin i995.Thewor1conihe$ub- 
anrwxascontifujed, as tirne permitted^ 1996 and 1997. This irxJiriedfixmallBTg some of the files, 
revisr^ the calcuiations, oteunirg new CD-ROMs focm New Yoric artd prkking the msuhs. Estirraded 
nurnb er of rnan-morkhs: 10. 

• Task 2 (review wxi edibng): foete was extant review of «tre tod (Main Te>d and appendices), 
induding equations, figures, maps and tables in 1996 vid 1997. These reviews kwkad a 

* Techrucai sues. 

* Internal consstency among chapters, appexfices, equations, etc 

* Lo^ darky and ^mdefstandib^ of report 

These reviews resiAed in substantial rewfoons of the text and graphics, additiona) equatiors, color 
coding, etc Man/ c^thesedtanges helped to niate the r^iort more user-friendy. Esbmatod number 

erf nwHTionths A 

• Task 3 (graphics): becauto the software used in NewYoHcto prepare the US mapshadesasedto 
fuTKtion and had become obsolete, we had to use new software. This nec e ssittled additional 
computer programmlr^g in order to obtain the Input Ses in a format accejrfable the new software, 
hundreds of new maps vverepf^)!^ {997. Estimated number of man-morths: 2. 

• Task 4 (verificalion of equations, calojlatiom and results); essential/ done in 1997. Estimatod 
number of man-rrvonths: 2. 


To: Austin 

frtm AruHBou^fe and Bruce Wftctiholz 
Subject: Faloutr^ort 
Date: September 24. 1997 
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ATTACHMENT 

15 

DRAFT 

recent history of the preparation of the NTS FALLOUT REPORT 

At Che end of 1992, the calculations leading to the estimation of doses had been prepared and an 
extensive, but still incomplet^draft of the report was available. The work done from 1993 to d^ 
consisted essentially in: 

checking for po ssible errors in the equations and the calculations; 
completing the draft report and having it reviewed for subsequent revisions; 
revising the existing graphics and preparing new ones; 
transferring all computer files from New York to Washington; 
formatting the results in order to make them available in the form of Tables that 
could be easily read. Printing at least one copy of the Tables (representing more 
thaii 100,000 pages of text). 

During this time, the involved staff essentially consisted of two persons, including the Branch 
Chief, who also had other major assignments, (see “The Chernobyl Project" under “Collateral 


Preliminary analysis of die complete data set was completed early in 1993. 

• At this time, a substantial part of the database would have been unintelligible to 
anyone other than the programmer. 

• A test was done to print at DCRT a number of computer files, which had been 
downloaded in New York on 9-track magnetic tapes. This test was not 
satisfactory: DCRT recommended the use of CD-ROMs. These files (^ut 
10,000 pages) were printed on the DCRT computer. (3-4 weeks) 

• • The personal computer on which the mapping software was installed in 

Washington breaks down, deleting chat software in the process. The original 
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mapping software (MAPMASTER) cannot be reinstalled (systematic error) or 
replied as it had become obsolete. 

• The advisory committee, was arbitrarily disbanded by the NGI. resulting in at least 
three immediate effects: 

• The experts and collective resources available to the from the 
committee until that time were no longer available for the completion of 
the report. 

• The demise of the committee, plus the fact that there had been no inquiry 
regarding this project from outside the Division for almost nine years, 
provided a very strong indication that this effort was not very urgent or 
important to the NCI or iox>thcrs. 

• The absence of deadlines imposed by the committee or of the need to 
prepare material for committee meetings coincided with the increasing 
time and effort required to ensure the successfril negotiations and 
development to establish viable thyroid cancer risk studies in Belanis and 
Ukraine. 


1994 


January: presentation of the methodologies used in the smdy at the NATO 
meeting on "RadijiiQij from Nuclear Test Explosions” in Vienna. Austria. 
(Dr. Bouville)( 

Partial review of equations and calculations in the report checked by non-NCI 
experts. 


The first draft of the aiuinTraport-ftn^n t«t and appendlce^was completed in a . 
October. 
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Most of the computer files stored in the VAX computer in New York are wntten 
on CD-ROMs and uploaded on the DCRT computer. (- 1 month) 


November; presentation of paper ac the CDC International workshop on 
Environmental Dose Reconstruction. Title: ‘Thyroid Doses from Iodine- 13 1 to 
the U.S. population resulting from atmospheric nuclear weapons tests conducted 
at the Nevada Test Site." (Dr. Bouvillc) 


• Electronic communication is established between the PC in Washington and the 
WAX computer in New York. (- 1 week) 

• Several related activities extending from May until December were undertaken in 
response to inquiries from Senator Byron Dorgan (ND) and from Che ND State 
Department of Health and Consolidated L^ratories. Preventive Health Section 
(Stephen L. McDonough. M.D.. Chief): 

• (April) NCI was asked by Dr. McDonough to provide 1-13 1 data for five 
weapons tests for all counties in North Dakota and in Utah. 

• (July) Both estimated average I- 131 deposition values and estimated 
average thyroid doses were provided for each of the counties in North 
Dakota and in Utah for each of the five weapons tests requested, plus three 
other tests, plus the estimates for the entire weapons testing program.. 

• (May) Senator Dorgan requested that NCI review a report prepared by 
Dr. McDonough (at the Senator’s request), “Downwind in North Dakota: 
An Uncertain Legacy.” The report suggests a link between fallout from 
the Nevada Test Site and thyroid cancer (50-100 cases caused by 1-131) 
and childhood leukemia (3-4 cases caused by Sr-90). 
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(June) NCI responds positively to Senator Oorgan's request. 

(September) Extensive comments are provided to Dr. McDonough on his 
report. 

(December) NCI staff, together with DOE staff, met with Senator Dorgan. 
his staff and Dr. McDonough. Subsequent to this meeting, Senior 
E)organ and Dr. McDonough decided to no longer pursue the matter. 

Dr. McDonough eventually published his report. 

(NOTE) Dr. McDonough acknowledges NCI data and assistance in his 
report, including estimated average thyroid doses for the state of ND. 


1995 

_ • Litde was done on the report due to the demands needed to establish the basis for 
assessing the “risk" component of P.L. 97-414 via the large-scale studies of 
thyroid cancer among diildren in Belarus and Ukraine following the Chernobyl 
accident. 



.April: presentation of an invited paper at the annual meeting of the NCRP, titled 
'‘Reconstructing Doses to Downwinders from Fallout." (Dr. Bouville) 
i It * ( 7^1^ 

Part of the Annexes and Sub-annexes (about 20.000 pages) are printed from the 
DCRT computer. (- 1 month) 


1996 


Preparation of computer programs needed to reformat some of the subannexes. 
(- 2 weeks) 
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• Ii was realized that the Radiation Effects Branch could not continue to focus so 
much time and effort on the Chernobyl studies at the expense of the completion of 
the t-l3 1 fallout report. 

• In June, an NCI senior staff member was transferred to the Branch to relieve some 
of the Chernobyl workload from the Branch Chief (especially now chat the studies 
in both countries were becoming operational) so chat he could resume efforts to 
complete and publish the 1-131 fallout report. 

• An internal penultimate review of the complete draft 1-131 report was begun and a 
decision was made that the report must be released by October 1. 1997. (This 
decision was transmined to CDC by letter dated March 10, 1997.) 

• While previous reviewers had looked at the technical concent of all or portions of 
the report, this penultimate review focussed on logic, internal consistency, 
uniformity, completeness, clarity and undcrstandabiliry of text and graphics, etc. 


1997 

• The penultimate review of the text and graphics continued, and revisions made 
and re-reviewed. 

• Final checking of the methodology, data, and results by NCI staff and a non-NCI 
expert. (- 3 weeks) 

• Transfer of the remaining computer files from New York to Washington on CD- 
ROMs. This work necessitated renaming thousands of files. (- 1 week) 

• Preparation of over 100 maps with new software, necessitating further processing 
of the input files, and. as needed, writing new computer programs. (- 1 month) 
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• Printing the major part of the Sub-annexes (about 80,000 pages). (- 1 month) 

• Final review of text, graphics, maps, tables, etc. 

• Preparation of the entire report in electronic form, necessitating scanning the text 
and many Figures, maps and graphics, and converting a number of text files, 
originally prepared in a now obsolete word processing language (MASS 1 1), into 
WordPerfect. (~ 2 months) 

C:\RENEE\FALLOUT.PRO 
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n. Timetable/TrackingAVhy Did It Take So Long 

A. Why did the study take so long? When did you get the first results? 

The study took 14 years to complete because it involved, first the development of a 
methodology; then the identification, collection, and synthesis, of an enormous amount of data 
from many sources; the analysis of that data, and finally the review and refinement of the analysis 
by NCI staff and outside experts. 

Preliminary calculations of per capita average exposures were confirmed in 1993. They 
were presented at professional meetings in 1994 and 1995. 

Details: 

1983-1992 

established advisory committee and task groups 
received available information from relevant studies 

identified and collected data from other federal and non-federal sources: the 
Department of Energy, the National Oceanic and Atmospheric Administration, the Department of 
Agriculture, the Department of Commerce, agencies in many states, the American Dairy Herd 
Improvement Association, the dairy industry and private individuals. 

identified which atmospheric and-underground nuclear tests released 1-131 
beyondthe boundaries of the Nevada Test Site. 

estimated 1-13 1 fallout deposited on the ground on the basis of (I) a rcanaiysis of 
original gummed film (i.e., sticky paper) fallout monitoring stations at up to 95 locations across the 
U.S,, (2) precipitation records and (3) mathematical modeling techniques to extrapolate estimates 
to each county of the U.S. 

estimate 1-131 fallout deposited on the ground by means of meteorological 
dispersion models and precipitation data for those tests for which there were no monitoring data. 

esti mated how much 1-13 1 entered food chain (milk, leafy vegetab les, etc.) based 
upon amount of 1-13 1 deposited, precipitation data, pasture interception and retention of 1-13 1, 
pasture grazing times and practices, and milk production and distribution data. 

prepared and regularly revised initial drafts of portions of the report as additional 
information became available. 

presented and published reports on methodologies 

estimated national per capita dose of 2 rads based on incomplete information,, 
estimated thyroid doses to limited selected examples of representative age groups in 
each county using assumptions regarding consumption of cows’ milk, other foodstuffs and 
inhalation for all tests. 

sent report to outside reviewers; comments led to more revisions. 
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completed acquisition of data in 1993. 

estimated thyroid doses to representative age groups in each county for each of 4 
scenarios of inillc consumption together with consumption of other foodstuff and 
inhalation. 

confirmed previous preliminary calculation of national per capita dose, 
completed preparation of annexes (-10,000 pages), 
completed first complete draft of report, its appendices, and it's annexes, 
presented results (average per capita doses and final methodologies) in 1994 (at the 
annual meeting of the Health Physics Society and at a CDC workshop on dose reconstruction). 

1994-1997 

formatted and printed sub-annexes (-90,000 pages). 

reviewed and edited the report and its appendices to make them more user-friendly 
(e.g., internal consistency among chapters and appendices (which had been prepared by different 
persons/groups), clarify equations and graphics, ensure logic, etc.) 

completed new programming for the hundreds of maps Illustrating the results for 
the various deposition, food concentrations and thyroid doses due to 1-13 1 by county, age, milk 
source, test/test series, etc. 

verified of all equations, calculations and results. 

presented and published average per capita results nationally (at the annual meeting 
of the National Council on Radiation Protection and Measurements) and internationally (at a 
meeting of the International Atomic Energy Agency) in 1995. 


B. Why weren’t the results released u soon as you had them? What have you been doing 
since 1993? 

The results were considered preliminary; there was still a great deal of checking and review 
to be done before publication. Results by county and test were checked and formatted in order to 
prepare the annexes and subannexes of the report (about 113,000 pages). In addition, the 
narrative part of the report was revised several times in accordance with review comments. 

Articles relating to the study were prepared, presented, and published. 


C. How could the study have been done faster? Are there other studies that have taken this 
long? Have you taken steps to ensure that this kind of delay does not occur again? 

1. It could have been done &ster by giving it a higher priority in the face of other demands 
on the researchers’ time. However, NCI did not recognize the intensity of public interest in this 
particular study and did not ensure that it maintained its priority when competing demands needed 
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2. It is not always possible to predict how long a study will take While most grants may 
be funded for a 3-5 year period, quite often the studies themselves evolve into much longer studies 
of the original cohort, or branch off into other related areas using the original data. 

3. NCI staff have already begun developing a tracldng system of congressionally mandated 
activities that will be monitored and updated regularly, and will be available on the NCI’s web site 
for staff and others to review. 


D. When you began the study, what was the timetable? When did you expect to have 
the results? Who made that original timetable? 

No timetable was ever established by Congress, DHHS, or NTH, though it has always been 
expected that this would be a lengthy study. Internal timetables were established by investigators, 
workgroups, and the advisory committee, but as the study unfolded, these proved to be unrealistic 
and optimistic. 
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January 31, 1995 


Betsy — 

I very much regret that I have not had an opportunity to discuss these 
thoughts with Dr. Boice, I have called him three times and asked that he 
return the call, but he has not yet done so. 

Since you already have received a copy of Dr. Boice’s comments on your 
draft memorandum, there seemed to be little point in incorporating his 
comments into mine, and therefore I have not done so. 

It is presumptuous and perhaps inappropriate of me to refer to the 
Radiation Epidemiology Branch without his awareness, especially in the context 
of an issue concerning which Or. Boice has very strong opinions (with which I 
totally agree on a scientific basis), and I hope that he will not object to my 
musings since they are merely thoughts regarding possible considerations of 
the Senator’s potential request. I don’t appreciate the possibility of 
devoting and consuming Branch resources and personnel to a pointless effort of 
this nature (and insignificance) any more than Dr. Boice does; we all have 
more than enough to do of a much more productive nature, and I, too, hope that 
any further attention to this matter can be avoided. 

There may be perspectives other than science involved here, however, and 
ultimately the NCI response may be based upon policy considerations and 
judgements as well as scientific ones. In this context, all options deserve 
attention, whether or not they are desirable. 



cc: Dr. Fraumeni 
0^ Boice 
-tlr. Bouville 
Dr. Land 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Date 

From 


January 31, 1995 


Chief, Radiation 


Effects Branch 




National Institutes of Health 
National Cancer Institute 


Memorandum 


Subject Some thoughts on your draft "Request for Followup Information on Radiation 

Fallout Data" in anticipation of a letter of request from Senator Oorgan that 
has not yet been received 

Betsy Ouane, NCI 


The "Background" is correct and DOE's response has not changed as of 
this date. 

With respect to the expected request from the Senator, based upon his 
letter to DOE, .it seems to me that there are at least three questions that 
should be considered: 

1. Can it be done? 

2. Should it be done? 

3. Should NCI do it? 

Can it be done ? 

The Senator makes two requests: 

1. Examine childhood leukemia mortality in northern plains states and 
states exposed to heavier NTS fallout. 

2. Estimate possible leukemia and thyroid cancer from the fallout. 

These requests have been discussed with knowledgeable scientists both on 
NCI staff and outside NCI. The unanimous opinion is that these requests can 
be answered. 

Mortality records presumably exist and can be examined to determine 
whether there was a difference during specified time periods (e.g., the 1960s 
compared to other decades). Obviously this comparison will combine all of the 
factors that may influence mortality data (e.g., fallout, diagnostic 
sophistication, earl ier detection and treatment, etc.); nevertheless, 
presumably mortality data exist and can be compared. 

The estimation of leukemia and thyroid cancer presumably also can be 
estimated even though the results may have little scientific meaning because 
of uncertainties, assumptions, extrapolations, etc. Dr. Bouville can retrieve 
from his data file estimated thyroid dose estimates categorized by state, 
county, diet, age and sex for each weapons test so long as the fallout cloud 
was over the U.S. [The development of these thyroid dose estimates were 
mandated by Public Law 97-414, Section 7(a).] Similarly, the Department of 
Energy will work with NCI to provide whole-body dose estimates by state and 
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time. Of course, there again are considerable uncertainties in these dose 
estimates (which were calculated more than 30 years after the tests occurred), 
but they can be made. 

I understand also that there exist risk coefficients that can be applied 
to these dose values both for thyroid cancer and for leukemia. While there is 
no accepted risk coefficient for thyroid cancer resulting from exposure to I- 
131, the National Council on Radiation Protection and Measurements (NCRP) has 
published guidance on this matter. The NCRP relates this coefficient to the 
risk of thyroid cancer following exposure to externa! radiation, the most 
recent analysis of which is in press and authored by eight scientists, five of 
whom are on NCI staff. Again, there are large uncertainties in estimating 
thyroid cancer cases from fallout, but presumably it could be done. 

The data base for leukemia risk coefficients for whole-body exposure to 
radiation is stronger than that of thyroid cancer from 1-131, and there exists 
a considerable literature regarding this relationship. 

Finally, the North Dakota Department of Health already has made 
estimates of fallout-related leukemia and thyroid cancer based upon dose and 
risk information provided by Ors. Bouville and Land. It night raise questions 
of NCI responsiveness to now say that the same could not be done for other 
states. 

Consequently, based upon the opinions of persons who are familiar with 
and work with these data, the answer to the first question is, "Yes, it can be 
done," recognizing that there are many uncertainties associated with any 
answer, and that any such estimates are likely to be lost in the noise and 
range of normal values such that the calculated increase is likely to have 
1 ittle or no meaning. 

Should it be done ? 

There is unanimity of opinion that this would be a senseless exercise 
and a waste, if not misuse, of increasingly scarce financial and human 
resources. 

The Utah studies are the primary example of what can or cannot be 
accomplished with even the most highly exposed populations. However, an 
increase in childhood leukemia was discernible and thyroid cancers showed a 
non-significant association with dose which was significant only if all 
thyroid neoplasms were combined. Of course the thyroid doses in Utah were 
higher than would be expected in the northern plains. 

Equally important, however, is the policy dimension of our response. 

With NCI involvement in or support of radiation-induced leukemia and thyroid 
studies from Japan to Utah to the Baltics, Russia, Belarus and Ukraine, 
consideration must be given to the perception of a senator if NCI balks at 
responding positively, at least to some extent. Should he inquire of 
scientists at other research institutions as to the feasibility of his 
requests, he may well receive a positive reply; this would not reflect well on 
NCI. 
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Rather than to respond that this cannot be done, it might be more candid 
to address the futility of doing so. This was already discussed to no avail 
in our meeting with the senator and Dr. McDonough on December 16, and so is 
unlikely to be persuasive against his political instincts that "something" 
should be done. I doubt very much that the senator is in any way interested 
in enlarging a scientific data base with respect to dose-effect relationships, 
which probably would be the basis for any NCI interest, but he no doubt is 
very interested in exploring whether his constituents (and those in 
surrounding states) were affected by the fallout— even if only in theoretical 
terms. However, if an increase in either leukemia or thyroid cancer is 
discernible, this could lead to an enlarged study, perhaps even with 
similarities to the Utah study. 

In summary, there are two answers to the question: 

1. In terms of acquiring useful information, this "study" should not 
be done. 

2. In terms of political, humanitarian and U.S.G. responsibility 
considerations, the response is an NCI policy call— whether it 
wishes to be helpful and responsive to the senator or to get out of 
this and hope that the senator won’t pursue it either directly or 
in cooperation with senators/congressmen from other states (perhaps 
including Senator Hatch). 

Should NCI do it ? 

If NCI chooses to be non-responsive to the senator, this question 
disappears (unless the issue is pursued by the senator at NCI, elsewhere in 
the U.S.G. or at other institutions). 

If NCI agrees to either or both of the senator’s requests, it/they can 
be carried out in either of two ways: 

1. Intramural ly--a combination of the Radiation Effects Branch and the 
Department of Energy (fallout values and dose estimates) and the 
Radiation Epidemiology Branch (risk coefficients and estimates of 
leukemia and thyroid cancer). 

2. Extramurally—similar to the Utah situation--issue an RFP (or 
possibly a UO-I), select a contractor and monitor the work carried 
out. 

As useless as this exercise would be, the first option would be cheaper 
in time and in dollars but more consuming of staff time from two branches with 
little in the way of scientific results to show for it. Also, it would 
prevent staff from carrying out more important and useful studies, and would 
take the equivalent of 4-6 months full time just to provide all of the dose 
estimates. (Of course, with other responsibilities, this time would be even 
greater. ) 
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The second option probably would be much more expensive and also would 
require considerable staff time, although more in administrative and oversight 
activities than in science, and so would most likely consume more staff time 
of the Radiation Effects Branch and less staff time of the Radiation 
Epidemiology Branch. The process of issuing and awarding an RFP (or UO-1) 
would be at least 12 months, assuming that the BSC (and NCA8 (?), to whom the 
Utah contract was taken) approves. Monitoring and perhaps an advisory group 
also would be required. Again, the doses would need to be provided by the 
Radiation Effects Branch and DOE, with administrative duties handled by the 
Radiation Effects Branch and with staff Involvement from the Radiation 
Epidemiology Branch, either in an advisory capacity (as was the case during 
the Utah study [carried out via an RFP]) or in participatory role (UO-l).. 

Since the bulk of time and effort would be in response to the senator’s 
request for the leukemia and thyroid cancer estimates from fallout, perhaps a 
more limited but still satisfactory response (to the senator) would be to look 
at the mortality records for childhood leukemia in the northern plains states 
and defer any further commitment to see if such an analysis reveals anything 
of substance. (The same could not be done for thyroid cancer since mortality 
is rare and incidence is not available.) This would take less time and money, 
would give evidence of NCI’s responsiveness, and would at least defer if not 
avoid the major commitment of staff and resources toward the leukemia and 
thyroid cancer estimates. This also has the advantage of looking at real 
cases rather than estimating hypothetical ones. If nothing is seen by such an 
examination, the argument could be made that it is not a prudent use of scarce 
resources to pursue what might have been by initiating a mathematical analysis 
of thyroid and whole-body doses, and estimated health consequences. The risk, 
of course, is that something of substance might be observed that would make it 
awkward not to proceed with the estimates of leukemia and thyroid cancer. 

This, too, could be done either intramurally with NCI staff (perhaps even via 
one or more of the several EBP support contractors) or through extramural 
funding mechanisms (RFP). 

Federal coordinating committees 


Your comment that "there are no longer any Federal-level coordinating 
committees" is not quite correct. You had inquired about NCI advisory 
committees. I had responded that for a number of years there existed a formal 
federal advisory committee on the thyroid and radiation exposure. In 
implementing the policy of downsiiing government, this committee was abolished 
and no longer exists. However, the Committee on Interagency Radiation 
Research and Policy Coordination (CIRRPC) within the White House Office of 
Science and Technology Policy continues to function. (CIRRPC consists of a 
Policy Panel and a Science Panel comprised of representatives from 18 and 14 
agencies, respectively. Or. Beebe and I represent HHS on the Science Panel.) 
In the past, the Department of Veterans Affairs has turned to CIRRPC for 
guidance in responding to a Congressional request for an epidemiology study 
among radiation-exposed veterans. CIRRPC did not endorse the study and the 
Congressional request was withdrawn. The present issue is not a request for 
an epidemiology study and so is less demanding, but NCI may wish to consider 
submitting any such request to CIRRPC for an opinion. (Personally I doubt 
that this would be useful. It could be perceived as stalling and since we 
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have or can provide the dose estimates, it probably would only (1) delay our 
response, and (2) reinforce the opinion that scientifically this will be a 
useless effort — which we already know. It probably would still return to NCI 
for a policy decision.) 

Summary 

1. The requests are scientifically useless but are easily 
understandable, perhaps even reasonable, from the public’s and a 
senator’s perspective. 

2. For NCI to say that a response is not- possible may be 
disadvantageous to the credibility of the Institute. 

3. Since NCI already has provided the doses and risk coefficients to 
North Dakota for estimating leukemia and thyroid cancer, and in 
general agreed with the results, it would be awkward for NCI to say 
that the same cannot be done for other states. 

4. Consider responding positively to the senator’s first request — an 
examination of childhood leukemia mortality in the northern plains 
states. This could be done through either the intramural or 
extramural programs. 

5. Suggest deferment and reconsideration of providing estimates of 
leukemia and thyroid cancer from fallout until after (3) above is 
completed. 

6 Perhaps consider referring the request (if received) to CIRRPC for 
"guidance." 

7. At a time when the Administration and Congress are reviewing and 
judging agencies and their component parts by their responsiveness 
to their "customers" (presumably the public), this request deserves 
careful consideration, whatever NCI’s final response might be. 

d. All options should be evaluated. 
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DATE: 2/10/95 


FROM: 


Program Analyst, OLCA 
Through : Director, OLC.A 




SUBJECT: Potential Request for Followup Intbrtnation on Radiation Fallout Data 


TO: Acting Director, DCE 


BACKGROUND 

On December 23, 1994, Senator Byron Dorgan (D-SD) asked the Depanment of Energy 
(DOE) to work with the NCI "to examine childhood leukemia morulity in northern plains 
states and states exposed to heavier NTS ^lout and estimate possible leukemia and thyroid 
cancer from the fallout" (Attachment ()• This would serve as followup action to the 
December 16 briefing NCI and DOE provided Senator Dorgan on this issue. NCI has not 
received a letter requesting this assistance, and I have learned that the Senator's new aide is 
unaware of this request to DOE. 

DOE drafted a response for Secretary O’Leary's signature (Attachment II). which appean to 
commit NCI to this project. Dr. Bruce Wachholz, Chief, Radiation Effects Branch, has 
contacted DOE staff both verbally and in writing to express our deep concern that DOE 
refrain from committing this agency to any activity (Attachment III). DOE staff have been 
unable to assure Dr, Wachholz that the Secretary will not sign the letter. 

It should be noted here that neither the Senator nor Dr. McDonough acknowledged our 
suggested changes to the "McDonough Report," which would clarify scientific data and limits 
to their interpretation. The report was published and discussed at a press conference in early 
January 1995. While the numerical computations concerning cases of thyroid cancer and 
leukemia were not unreasonable, misleading statements and conclusions about the scope of 
the problem, and about the role of fallout in multiple myeloma and breast cancer, are flsa 
supported by available scientific data and were expressly not supported by NCI during tlie 
December 16 meeting. 



NCI STAFF PERSPECTIVES 


Boch Dr. Wachholz and Dr. John Boice, Chief. Radiation Epidemiology Branch, have 
serious concerns about this potential request. Although Senator Dorgan and Dr. McDonough 
may believe the data are immediately and easily available to answer his request, a two-day 
response is not possible. Presuming that all the data necessary for calculating risks from 
1-131 fallout were available, the large uncertainties from such estimations and the small 
populations available for study would preclude results of any scientific merit or information 
useful to the general population. 

Furthermore, the scope of the response certainly places it in the "research project" category, 
requiring major commitments of staff time and resources. Should staff be designated fulltime 
to this project, it is estimated it could take up to 6-9 months without interruption from other 
duties. If staff were to undertake this in conjunction with ongoing job requirements, this 
smdy would take perhaps two years. NCI would need to consider carefully the scientific 
merit of such a project, especially given the serious workforce reductions underway and 
planned, and our increasingly limited fleicibility with research funds. 

In the past, NCI committed itself to a long-term study of fallout effects in Utah, which 
received the highest levels of fallout from nuclear testing of any State in the U.S. After 
years of intense investigation, the results were inconclusive. Overall, there was a statistically 
significant relationship between exposure to fallout and the occurrence of thyroid neoplasms; 
however, there was no statistically significant association with thyroid cancer. For leukemia, 
the overall finding was a weak dose-related association for all forms of leukemia and all 
ages. While this relationship was not statistically significant, the stongest statistical effect 
was seen with childhood leukemias occurring in Southwestern Utah. For both diseases, it is 
difficult to rule out the possibility that the observed associations might be due to chance. In 
fact, the thyroid study had the most potential to detect a relationship with fallout levels 
because it was a further follow-up of a previously identified cohort of affected children and 
involved clinical examinations of the thyroid. 

Thus, NCI does have considerable interest and expertise in this area. Although NCI staff felt 
that these points were brought out quite clearly at the December 16 briefing, perhaps we 
were not as clear as we should have been that similar studies in States more distant from the 
Nevada test site will not yield results of any scientific merit. 


ACTION 

Specific action is not required until we receive a direct request from Senator Dorgan. 
However, NCI staff have expressed strong concerns as to what an appropriate response might 
be, given the assistance we have provided in the past, uncertainty about tlie DOE response. 
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and our competing scientific needs. Staff must determine whether this potential project 
should be undertaken by the NCI. If not, we should be prepared to defend our decision. 


OPTIONS 

Should NCI be asked by Senator Dorgan to undertake a smdy, NCI could: 

(1) Decline to undertake the project based on the absence of scientific merit 

(2) Consider outside involvement 

• through a research proposal 

• through an IPA with a scientist who would conduct the research here 

• through an Interagency Agreement to detail someone here to do the work 

(3) Consider seeking comment or pursuit of this project by other Federal groups 

• Ms. Lily Engstrom. OER, pointed out at our staff briefing in December that 
the human radiation task force is now interested in "downwinder" issues 

• The Committee on Interagency Radiation Research and Policy Coordination 
(CIRRPC) within the OSTP has been asked in the past to respond to a 
Congressional request for an epidemologic study among radiation-exposed 
veterans. CIRRPC did not endorse the study and the request was withdrawn. 

(4) Agree to undertake the project 

Note that under all but option (1), significant NCI staff time 

prepare and provide all fellout exposure and dose estimates. 

Please let me know how you wish to proceed. 


Attachments 
cc: Dr. Sondik 

Dr. Sieber 
Dr. Wachholz 
Dr. Fraumeni 
Dr. Boice 
Dr. Land 
Dr. Bouville 
Ms. Kiser, OLPA 
Ms. Engstrom, OER 
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BfRCN LOOROAM 



laratd ^enatE 

WASHWCTOK DC «« H>-a<CS 

Decanbcr 23, 1994 


IDic Honmahre Hazd O'Lzary 
Secretary of Energy 
Dq ar t n te n t of Enogy 
1000 Iiulependeace Ave.. S.W. 
' Wuhinpon, D.C. 2Q5i5 



Dcir Secretary O'Leary: 

On January 6, 1994, I wrote to the Department of Energy and the North Dakota State Health 
DefULfuneai and Gonsolidated Laboraxoriea (NDSDHCL) requestittg a study be conducted on 
the possible health efTccta from the airaosphcrx tesdng at the Nevada Test Stc (NTS)- The 
Department of Energy and Ntdonal Cancer tnstiaite have beta roost he^ful in assisting 
researchers in Ainherisg the body of laowlcdge on this subject. 

The NDSDHCL has qomplead a study of health effects in North Dakota from Nevada Test 
Sits fallout. Although bdng careful not to come to premature conclusions, tire NDSDHCL 
has noted that childhood kokemia mortality did increase in North Dakota during tbs 196Cs. 

' In addition, the NDSDHCL has that between 3-4 cases of leukemia tad 50 to 100 

cases of thyroid cancer could have occurred as a result of NTS ^Ioul It Is true that there is 
a large amount of uncertainty involved in esdtnatmg- fallout related health effk^ nearly 40 
years since the detonations occurred. However, the estimated number of cancers are greater 
than the NDSDHCL ind I anddpated before the smdy began. 

Thera is an opportunity here, 1 believe, (o take a regional per^iective in this Issue. The 
National Caaccr is currcrttly wrapping tq) a long effort to estimate d os e s from NTS 

DUout fn.evexy county id the United States. The National Cancer Institute also has the 
ability to aleilate 1960's cbilfThood mortality rates in noitheni plains states show an increase 
in childhood leukenua tn the I9b0's, then tbe possibility of NTS £aOout as a cause deserves 
greater aoentioo. 


I am therefore requesting that the NQ. in coDaboraticn with the DOr' and tbe NDSDH(3^ 
ezatnine dnldhaod leukemia reortaliiy in northero plains states and stales esposed to heavier 
NTS &llout aod possible leukemia and thyreid cancas from the iallout. I wish to 

thank you for your cooperation and essistsrcc with this issue. 


B 

U.S. Senate 
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The SecreiAT/ of Energy 

WS3ftin$^, CC 2C6aS 


The Eocorable Byron L. Dorjan ‘ 

United States Senate 
Waahinjitcn, D.C. 2C510 

Dear Senator Dorzaxi: 

This ia in response to your kscer dated December 23, 1994, in which ycu 
requested the Department of Snerg/s caliabomtion with tho National 
Cancer Institute and the North Dakota Stale Department of Health 
and Consolidated Laboratories to examine a possible increase in 
childhood leukemia and thyroid cancer in the 1960*3. 

'During a briefing on this issue held in your ofCca on December 16, 1594, 
the National Cancer Institute isdicac^ that it has computerued data 
that woold pennit the d«wlorPcnt loiikemia incidence by . ^ 

year and by State for tho l£6G's tiznefranie. This reTiew of childhood 
leukemia by the National Cancer Institute ehould address the concerns 
expressed regarding possihle health consequencea to the rsaidenia in the 
Northern Pledns States from the Nevada Test Site nuclear testing. 

If the Department of Energy has eny additional data available that will 
support iUs review by tha National Cancer Institute, we would be 
pissed to cooperate in any way that we can. 


Sincerely, 


Hazel E. O'Leary 
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Tan 2rI-Z>., 

Aaaij^.: Sdcn:ar/ 


ibr Cciiahcrazcn *iii N'aticna: Zj:zi^ izsp.vcz^ izc iz -2 
^b^:raUiri£i to Biiaz^a a Frasibis bzcr^isa in Cbi‘i£z--cc 

Chiain 5i3nar,nz» cn tbe ccn^nasicr^. , 

* Senator Hcrjac bsa :br^-srcid a ioctar iazoc "3, li9^, ■^airn 

is a icilo-irep to tba brti£n§ as rtcsr;9d cr. Dccascer IS, 15r^. 

* The National Cancar Insntnta incicatad that thay had ccttcutartr^ 
cati that 'sodd tarriii tha i 2 \’elct: 2 :ent of chilchccd ledcsndn hidtcr.cs 
by yaar and by Staca tar the 1=60'* •amurarne. 

* Socntcr Dorian is reQuesting the National Cancar Insututo 

' childhccd mcitacty and ihs inddencs cf ^lyrtan 

cancan in the Northem Flains States axpcsed to heavier 

the Ns’«ada oceradons. Eels also rsqueedag that the Denartscnc oi 

EajsX'' sdlahcnts Tsith the State of North Daiata anc the Nadcna: 
Cancer tnadSuta cn this review. 

?_i:CO>dil3>OATION; Tzs Secretary the actachad Utzor. 

Atiachnaen: 

Cenrorronce; ■ Cafaaae rrcfrasa/Hais / /So 



c/ 
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DEPARTMEVT Of HEALTH HUMAN ScRVlCES 


P-jOlic M«aith S»fvjc« 


Natione: InstirutM of MasSth 
National Carcat Instituto 
B«t^«stfa. Maryland 20392 


-cuLi-v -Ji, 


Dr, Harry PetZErgil; 

Oirectc-. Ofnc£*cf 
International Hsalth Studiss 
Dspartirrent c* Zncroy 
Geri^cntc^vn. r-C 235c5 

Gear Or. Pet-engill ; 

Th^s vrVi conflnn cur previous teievdore corversanons t. which we 
diicussec Senaco* Qyrcr Ocrgan's letLe? w*" Cccsroer 23. 199^ lO Sec'Stary cf 
Energy (CGE) Hazel O'Leary, ana the OCE's C'dfz •"esxr.se frcir t'ls Secretary tc 
the Senator. 

As of this data Liie Nctional Cancer Insftute (MJ sti’l has not 
received any correspondence or request frcra tne Sc.iaccr. rcr can any 
correspondence be rujrrJ tn tne Cepa-tTienc Kee'tn end Huran S5rv;ces. nor 
dees the office of tne Senator have any .'ecol1ec'/-cn or krowledge o" any 
letter from the SeiidWr tC the Xl. 

Because of this, it may be premature CO prssjiTie NCI’s pC’tertial response 
to a request frqn th? Senator, and we vculc r9ite’‘ate :jr previous suooestiers 
that (1) OC'E nut send Its draft letts' until this fi-cCtar can be clarified anc 
resolved, and ( 2 ) a DOS Interim response uriohe be more aDprepricte pending 
ix'ih a request to and “esDcrse from NCI. ano disc-jssicis betweer DC£ and NCI. 

Sincerslv. 

Bruce W. ViachhOiZ. Pn.D. 0 

Chief. Radiation Effw^rc Branch 


fccc: Betsy Cuane 


TnraL P.C2 
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MEMORANDUM 


To : Bruce Wachholz 
From : Andr6 Bouville 
Date : March 22, 1995 
Subject : Byron Dorgan's request. 

I do not like the tone of the memo and its implication that the NCI staff is too busy to 
respond to Senator Dorgan's request 

I believe that what Senator Dorgan is after is objective information on the risks of 
childhood leukemia and thyroid cancer caused by NTS fallout. He is likely to be satisfied 
with a crude estimation of representative bone-marrow and thyroid doses in North 
Dakota and neighboring states followed by an estimate of the health effects obtained 
using risk coefficients extracted from the literature. The fact that epidemiological studies 
would be useless is irrelevant as I do not think that anybody is going to propose to 
conduct one. 

In my opinion, most of the effort will consist in the estimation of bone-marrow and 
thyroid doses: 

• Estimates of thyroid doses are available at NCI. They need to be confirmed, with 
a special look at the fallout data that are available in the North Dakota area. In 
order to do this, DOE needs to be involved. 

• Detailed estimates of bone-marrow doses have never been prepared. DOE carried 
out back-of-the-envelope calculations to obtain average bone-marrow doses for 
North Dakota and to show that most of the dose was due to exterrtal irradiation 
from short-lived fission products and that the consumption of foodstuffs 
contanunated with Strontium-90 was only a small contributor to the bone-marrow 
dose. More refined estimates would have to be prepared. DOE has the primary 
data and should be responsible for the estimation of bone-marrow doses. NCI can 
only offer help to DOE in that area. 

My position is that DOE should be responsible for the estimation of the risks of 
childhood leukemia and thyroid cancer caused by NTS fallout in North Dakota, and 
that NCI should not refuse to provide limited help. Of course, NDSDHCL should also 
be involved from the beginning. 
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DEPARTMENT OF HEALTH a HUMAN SERVICES 


Public Health Service 


Natiortal Institutes of Health 
National Cancer Institute 
Bethesda, Maryland 20892 


TELEFAX 


MESSAGE 


TO: 


Telefax: 

Names & Address: 

Betsy Duane 


Telephone: 301-496-9326 
Telefax; 301-496-1224 

Name & Address: Renee Castro for 

Bruce W. Wachholz, Ph.D. 

Chief, Radiation Effects Br£uich 
National Cancer Institute 
Executive Plaza North, Suite 530 
Bethesda, MD 20892 


DATE: 


March 14, 1995 


NUMBER OF PAGES INCLUDING COVER PAGE: 

NOTE: 

I spoke to Dr. Wachholz last night and he told me that he 
faxed this to you on March 9. He has written on his copy and 
hoped that you would have a “clean” copy. If this is not what 
you need please let me know. 
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OEPARTMENT OF ItEALTil HUMAN SERVICES 


Public Health Service 


Nelionel Institutes of l^leellh 
National Cancer Institute 
Belhesda. Maryland 20892 


TELEFAX ME88AG 


ltlrJrk.^r.sur 




Telefax; 301-496-1224 




Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North, Room 530 


3-r-?jr 


NUMBER OF PAGES INCLUDING COVER: 




Ff S ff P 

Oit/^ y7^<-C^ ZFc- 
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U.S. Department OF Energy 
Office of Health Studies 


Uashiniston, O.C. 2058S 


Date: March 9. 1995 


To: Dr. Bruce Wachholtz. National Cancer Institute 

301-496-9326 


From: R. Thomas Bell 

Supervisor, Pacific Health Programs 
EH-63, GTN/270 Corporate Center 
Office; (301) 903-3889 
FAX: (301) 903-1413 


Destination FAX number: 


No. of pages including cover sheet:. _1 


Comoents : 

Bruce: 

I have been able to put on hold the signing of a letter to Dorgan for a couple 
of hours to possibly make changes but I can't kill it. There has been a lot 
of political pressure from Dorgan's office to answer the mail and they are 
impatient. Our congressional affairs folks have been taking a lot of flack 
and the Secretary's Office wants a letter out today. We worked up a softer 
version (on top with your name and fax on it). The letter that was ready to 
go out before we stopped it is the second one attached. I already have pre 
clearance for the new letter if you all concur. I will need input by 11:00 or 
it will go forward hopefully in the new version. 

Tom 
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The Honorable. Byron L. Dorgan 
United States Senate 
Washington, D.C. 20510 


fy 






This is in resp 


Dear Senator Dorg^t*^ ^ 

onse ^ your letter dated ^ecenijer 23, 
you requested ^the£«partment of Energy's coll a b oretio 
Cancer Institute'and the North Dakota State Department of Health and 
Conso-1 idated Laboratories to examine a possible increase in childhood leukemia 
and thyroid cancer in- the 196Qs. 


1994, in which 
n wi t h the National 


During a briefing on this issue held in your office on December 16, 1994, 
the National Cancer Institute indicated its willingness to collaborate in 
addressing concerns regarding possible health consequences to the residents 1n 
the Northern Plains States from the Nevada Test Site nuclear testing. 

However, it Is oy understanding that to date the National Cancer Institute has 
not yet received a formal request from your office pertaining to these issues. 

The Department of Energy would be pleased to provide whatever information we 
have available to support such a collaboration. If you have further 
questipns, please contact me or have your staff contact Dr. Heather Stockwell, 
Acting Director, Office of Epidemiologic Studies, on 301-903-3721. 

Sincerely, 


Hazel R. O’Leary 
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The Honorable Byron L. Oorgan 
United States Senate 
Washington, O.C. 205W 

Dear Senator Oorgan: 

This Is in response to your letter dated December 23, 1994, in which 
you requested the Department of Energy’s collaboration with the National 
Cancer Institute and the North Dakota State Department of Health and 
Consolidated Laboratories to examine a possible increase in childhood 
leukemfa and thyroid cancer In the 1960s. 

During a briefing on this Issue held in your office on December 16, 1994, 
the National Cancer Institute indicated that it has computerized data 
that would permit the development of childhood leukemia incidence by year 
and by State for the 3960s timeframe. This reviattf of childhood leukemia 
by the National Cancer Institute should address the concerns expressed 
regarding possible health consequences to the residents in the Northern 
Plains States from the Nevada Test Site nuclear testing. 

If you have further questions, please contact me or have your staff contact 
Dr. Heather Stockwell, Acting Director, Office of Epidemiologic Studies, 
on 301-903-3721. r a , 

Sincerely/ 


Hazel R. O'Leary 
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TO: 


FROM 


DATE: 


DEFAKTMINT OF BIALTR b HUMAN SEIVICXS 


Public Health SarvicF 


NMionel Institutes of Health 
NstionsI Caneer Institute 
Bethesda, Merviand 20892 


TELEFAX MESSAGE 


Telefax: 32-2-772-22-17 

Names i Address, Dr. BrUCe W. WdChholZ 
c/o Or. Omar Yoder /Ms. Radtke 
NCI Liaison Office 
BRUSSELS. BELGIUM 


Telephone: 301-496-9326 
Telefax: 301-496-1224 
Name & Address: Renee Castro 

Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North. Suite 530 
Bethesda. HO 20892 


March 20. 1995 


NUieER OF PAGES INCLUDING COVER PAGE; 6 
NOTE: 
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TELEFAX MESSAGE 


Telefax; 402-1225 
Name: Ms Betsy Duane 
NCI/DIR 


Telefax: 301-496-1224 

Name: Dr. Richard A. Pelroy 

Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North. Room 530 
9000 Rockville Pike 
Bethesda. MO 20892 

ph (3011-496-9326 


DATE: 


March 17. 1995 


PAGES TO FOLLOW: 4 


NOTE: 

Dear Betsy: 

I have Included all of the correspondence relating to the letter to Senator 
torgan frw this morning. It Includes: (a) the DOE fax cover and draft letter 
(incoming) and (b) the NCI fax cover and draft letter mth suggested changes 
frOT tre epidemiologists (outgoing). Dr. Strader called back, as I requested, 
and said wat he would present our suggested changes (outgoing) and the 
original Dorgan draft letter (Incoming) to the Executive Secretariat later on 
the morning of Mar 17. I hope this is helpful 

Dick Pelroy 




298 


Depitrtmeixt of Energy 
Washington, I>;C.20S85 

Office of Epidemiolo^c Studies 

Mail Stop EH-62 . 

Shaini TO-600Q 
: ^ FAXr t301)M3-46^^ 

Verification , . / ^ 


VOICE; (301) 903-3721 : ^ \ 

DATOE: Bijar<*.16, l»e8 > FAX: 3Q 1-496-1224 


TO: 

. Dr. Pelrdy 

NCI 

301-496-9326 


Name 

Locatioa 

! Telephohe 
Number 


ho 

■gn.TWi*--;gT!fm;N7i« 

’A i f vVtl 







Tliia tianamittai conaiats of 1 pages (Exdndiiig cov^rsheet) 

Please see the attached drafi: letter. Dr. Wachols had reviewed the previous 
version and indicated that it was aoceptahle,. I am beiog.aaked to provide the 
revised letter to DOS's ExecutivB Secretariat this morning. Secretary of 
Energy or her staff haa apparentfy decided that it muat go oiit today. 

Sorry about the tuning on this. Plsase have a look and fiix me a comment if 
yon feel it’s aoceptahle from the NCII point of view. 

My fax nmmber is. 301-903-4677. If that doesn't work, the alternate fiuc 
number is 301-903-3445. . . , 

■ 'Thanha for your help. 
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The Honorable Byron L. Dorgan 
United States Senate 
Washington, D.C. 20510 

Dear Senator'Dorgan: 

At a December 16, 1994, briefing and in a December 23. 1994, letter you requ^ed the 
D^artmeot of Energy's collaboratioa with the National Ciuicer Institute and the North Dakota 
State D^artment of Health and Consolidated Laboratories to examine a possible increase in 
ctuldhood leukemia and thyroid cancer in the 1960s. We would be pleased to support such a 
collaboration. 

As you are aware, the pepartment of Energy has provided extensive environmental fallout data to 
the State of North Dakota by the Coordination ard Information Center at our Nevada Operations 
OfiEce, Las Vegas, Nevada. These data were used in the preparation of the report Downwind in 
North Dakota: Ah Uncertain Legacy” released by the North Dakota State Department of Health 
and Consolidated Laboratories 

The National Cancer lostitute has indicated Its willingness to collaborate in addressing concerns 
regarding possible health consequences to the residents in the Northern Plains States from the 
Nevada Test Site nudear testing. If the National Cancer Institute, in further coordination with 
your office, identifies other geographic areas for which enviroomerttal fallout data are needed, we 
will provide all available environmental fallout 4ata for those Aates or geographic regions 
identified. 

If you have frirther questions, please contaa me or have your staff contact Dr. Heather Stockwell, 
Acting Direaor, Office of Epidemiologic Studies, on 301-903-3721. 

Sincerely, 


Hazel R. O'Leary 
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TELEFAX MESSAGE 


Telefax;301-903-4677 or 301-903-3445 
Name; Dr. Clifton Strader 
Department of Energy 
EH -62. GTN 


Telefax: 301-496-1224 

Name: Dr. Richard A. Pelroy 

Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North, Room 530 
9000 Rockville Pike 
Bethesda. MO 20892 

ph (3011-496-9326 


DATE: 


March 17. 1995 


PAGES TO FOLLOW: 


NOTE: 

Or. Strader 

Attached are requested changes to your draft letter to Senator Dorgan. 

I'm sorry that I was not able to give them to you at 10.00 am this morning. 
However, it Is my understanding that these suggested changes to the letter 
more accurately reflect the sense of the NCI representatives who were present 
at the briefing referred to in the letter, held during December. 1994. I 
would appreciate hearing back from you whether you were able to incorporate 
these suggested changes to the letter. Thank you. 


Dick Pelroy 
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The Honorable Byron L. Dorgan 
United States Senate 
Washington, D.C. 20510 


Dear Senator Dorgan: 

At a December 16, 1994, briefir^ and in a December 23, 1994, letter you requested the 
Department of Energy’s collaboration with the National Cancer Institute and the North Dakota 
State Department of Health and Consolidated Laboratories to examine a possible increase in 
childhood leukemia and thyroid cancer in the 1960s. We would be pleased to support such a 
collaboration. 


As you are aware, the Department of Energy has provided extensive environmental fallout data to 
the State of North Dakota by the Coordination and Information Center at our Nevada Operations 
Office, Las Vegas,- Nevada. These data were used in the preparation of the report :Downwind in 
North Dakota: An Uncertain Legacy" released by the North Dakota State Department of Health 
and ConsolidatfidLaboratflj 




The National ^anc&Soil^tc has f te tea gffTgT wHingmtsTt o e o ita b omte m B ddr c js i n g 'con ee fBs *7 
regarding possible healthgo^^av-incesj^e residents in the Northern Plains StatesporaTKT 7 
Nevada Test Site nuclear testing. If fK e Natjonal Catie ef Insti t ute, ia ftirther eo o rdiBfti o n w i th - ^ 
^ your o ffic e , ide nafiq ^ather geographic areas for which environmental fallout data are needed, we 
will provide all available environmental Mlbut data for those states or geographic regions 
identified. 


'=t\lair / 


If you have further questions, please centaa me or have your staff contaa Dr. Heather Siockwe!!, 
Acting Director. Office of Epidemiologic Studies, on 301-903-3721. 

Sincerely, 


Hazel R. OLeary 
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1 lot ^^rAJ_ 

i / A K r/^r-r* 


TV /-MNV^CrV 

t^TUTE 


NCI LIAISON OFFICE 


Avenue E, Mounter 83 
B-1200 Brussels 
BELGIUM 

Tel: +32/2/772.22.17 

FAX: +32/2/770.47.54 


FAX COVER SHEET 

Date: 3 ~ XO -^S' 

0 /?. . TOM BFLU 


FAX N*: 3 C ! ~ S /V/? N° of pages: 

: / , (incl. cover) 

From: A /g /g lAJ fh CM HdL S - 

Message: 


FyL CO'^ T^LEcohj 
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TbeHloKiniiiteBy^ 

\JiiUodSmmSa*» 

Vfai)Ana8t0n,D-C. 20S10 

Dear S«Bttorl3i^:gxa: 

At abttwniSar J6..IS»4,liriefingMdni*Dooenibtf a.l9^^ 

|> q ffgy ff y!iwt'nf J-ity a[ ^ *j e^na^Kyattaa'^iritfe.tfagNirtnnri Ciiac<f lBStigm«adltbBNotfe-l^jEOC*~. 

T.»> w a ft mga to e3aflrima,pOMBbleilMiJ*4gC'in 

^KiTHK<’w4 .T<itiW*imiM wifl tfaymoi eaneer ia the 1960g. Wc WOOM bc ptoMol tO tUPIKlIt Sudl ft - 
GcSsi^Xt&OtL •'■ • 

As 3itm,k^i:wa{«,th»D^«ftmett(£Bakg7)^pxawd^ octane . 

tlie Sttl8 gfl^Or^ Dakota hy the f-OQr t ii Mfirtft ■nrf fnfivm»rire^ mt mrr 

Qfico; Lac V«gast Nevidil ThtfedmvicreujedSditittpfeptniionc^tbarqxihDcrwzr^^ 
HortkDekotK AnUacertaa Legacy" i^flued dta NoifltDakoa. Stett Dq»rtBies£ ofl^tclth' 
and CoQsoltdated Laboratoriea. - 

Tte Nktkwi^f flrtBArtwrfu'ip 

Feganiiflg possibtc health eoacequencea to dr rttttieacs in the Noittm Plaiu St^ 

Nevada- Taat Site nudcTtegtirg Tf Ae'M’jrftfwwtl f^wg^Tn^ihrtg^ in rrvw Vfinfrftfia ^yj^h 
ycur idendSes Other geographic am rhicb ccvifOtmctBl ft&oed dita4re oee^^ 

will provide afl avilabla enviu pfigtantal fe/lfa Hvw» gpi» ?gf^phi<^ 

■.idcBtiflcd. . _ ■ ' 

If you have dirthr qoeatidne, ^eace odritact liiie o' have yotr ataf ccrtact Drl Heather Stodbvall, - . 
Acdng E>aneaof. OtSce of EpidfgBolo^ Studig, on 3Q1-903-372I. 

Siacarofy, 


BsiailL Oleny 
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TELEFAX MESSAGE 


Te1efaA:301-903-4677 or 301-903-3445 
Name: Dr. CUfton Strader 
Department of Energy 
EH-62. GTN 


FROM: 

Telefax: 

301-496-1224 


Name: 

Dr. Richard A. Pelroy 

Radiation Effects Branch 

National Cancer Institute 

Executive Plaza North. Room 530 

9000 Rockville Pike 



Bethesda. MD 20892 



ph (3011-496-9326 


DATE: 


March 17. 1995 


PAGES TO FOLLOW; 


NOTE: 

Or. Strader 

Attached are requested changes to your draft letter to Senator Dorgan. 

I'm sorry that I was not able to give than to you at 10:00 am this morning. 
However. It Is my understanding that these suggested changes to the letter 
more accurately reflect the sense of the NCI representatives who were present 
at the briefing referred to in the letter, held during December. 1994. I 
would appreciate hearing back from you whether you were able to Incorporate 
these suggested changes to the letter. Thank you. 


Dick Pelroy 
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The Ecxionbte Byrctt L. Dofgta 
Xlmted St»«£Sei^ 
WuUitgcon.D.C 20SI0 

. Dear SaacsarDdcpn: . 


At a D«c€nib«r 1994, brie£i^ ud la a Oecssbec S,l9>iletteryQu (cqiu^ed tbe 

D^ndaxst ofEocrgy't coBaboraion with tbrNatktoai Caaca^buthuteaad Uue DidcoCa 
ScJtt Dqamnefic of Health and ConsoCdated Li^ontooea to exatnuM! t posstUe bereave in 
childhood ledicemia aib ti^oid caiie^ m tbi 1960$. We would be pieued to st^>{K 2 rt 
coliabontioii. 


M you, are aware, the Departaait of Eaergy has povided ecttnsiva ecvi«»m«aial Moot diSi to 
the State oTNorth Dakota b)' the Coordmoioc ind InfonoatioD Center it our Nevada Oficrati.oa5 
OflScaa^ Las Vegas, Nevada, these dau were used m the preparaiioa of the repoh ;DownwiDdia 
NoethDaksea: Aa UaeetnsLe^K/'ndeased by die N<^ Dakota State D^aetmect of Heahh- 

The NtecioalT^aB^SBl^te hasymatttR^^ S^ a m w e uBiboi a tiau B d >ir - ~ ' 

ntgarrfing pQ«*ibl^ m tli^ Warn* ^ 

Nevada Tetf Sitn aidaar tagwg b fijUN' 

^-^^'^^^^ yo a roSi i , i rf a nrifis^fh’r geographtf geu for which egviroaoieqttl fidlout data arc needed, we 
win provide all eviilabla eavcroaoteaUl Mout data Car those states or geographic r^OQS 
identiSed 


If you have fiirtherqaestioos. please contact me a* have your stafTcomact Dr. Bcadwr Scockwd!, 
Ai^g Direccor, Office of E^demioiogic Stutfics, oa 301-903-3721. 


Siocerely, 


HaaeiR. O'Leary 


TOr«_ P.06 
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MCI Pax Transmittal 


Office of Legislation & Congressional Activities 

National Cancer Institute 


DATE: 


mws 


TO: 



FAX NO. 


FROM: Belsy Duane 


BLDG. 31 ROOM 11A23 
Telephone: 301-496-5217 
National Cancer Institute, Bethesda, Maryland 20892 
FAX# 301-402-1225 

Number of Pages (Including Cover Sheet) 

ADDITIONAL COMMENTS: 

FINAL DRAFT of the radiation fallout hearing summary, for your review before 1 distribute 
to the cc: list. 1 have done my best to incorporate a wide range of suggested changes, and 
have therefore scaled back the degree of detail. Please review the science to make certain 
my edits did not change the meanings, and make other changes you find nece.s.sary. Please 
let me know if you think this still needs signiScam work. 
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Date: April 14, 1995 

From: Program Analyst, OLCA 

Through : Director, OLCA 

Subject: Brief Summary - December 16. 1994, BrieAng for Senator Dorgan on 

Radiation Fallout 

To: M/R 

Participams: 

North Dakota: 

Senator Byron Dorgan 

Mr. Steve Kroll, Legislative Assistant 

Steven McDonough, M.D., State Department of Health and Consolidated Laboratories 

Department of Energy: 

Mr. Bruce Churcli, Assistant Manager for Bnvlronment, Safety, Security and Health, 
Nevada Operations Office 

Mr. Dave Wheeler, Senior Health Physicist, Nevada Operations Office 

Natloiutl Cancer Institute: 

Jerry M. Rice, Ph.D., Acting Director, Division of Cancer Etiology (OCE) 
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Bruce Wachliolz, Ph.D., Chief, Radiadon Effects Branch (REB), DCE 

Andre Bouvillc, Ph.D., Senior Radiation Physicist, REB, DCE 

Charles Land, Ph.D., Health Statistician. Radiation Epidemiology Branch, DCE 

Other Attendees: 

Mr. Alan Hufirnan, Staff xo Senator Dorgan 

Mr. Harold Beck, Deputy Director, Environmental Measurements Laboratory. DOE 
Mr. R. Thomas Beil, Supervisor, Pacific Health Program, Office of 
International Health Studies, DOE 

Mr. Don Youngbcrg, Environmental Scientist. Office of Defense Program, DOE 
Mr. A1 Knight, Office of Congressional Affairs, DOE 

Ms. Dorothy Tiscvich, Director, Office of Legislation and Congressional Activities 
(OLCA), NCI 

Ms. Betsy Duane, Program Analyst, OLCA, NCI 

Ms. Kristin Kiser, Program Analyst, Office of Legislative Policy and Analysis, 
National Institutes of Health 

Senator Dorgan opened the briefing by declaring his own probable exposure during his 
childhood in North Dakota to fallout from atmospheric nuclear weapons tests conducted at 
the Nevada Test Site (NTS). His interest iu this issue was sparked by the new openness of 
the Federal government regarding radiation experimentation, and he bad asked the State 
Health Department to prepare a report on potential health effects from fallout. He expressed 
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his desire for a hill and open discussiofl focusing on whether all effects from hdlout have 
been fully studied, and whether any further action should be taken. 

Dr. McDonough summarized his efforts to create this report, and said he believes he has 
detected an increase during the 1960's of childhood leukemia in North Dakota. He remarked 
that he did not want the report to be inaccuram or increase the concern of citizens without 
cause, and would like to know more about neighboring states' fallout doses and cancer rates. 
He thanked NCI for having presided important feedback to his questions during this past 
year. 

DOE staff described their dose*recoQstruciion efforts, which contributed to the dose 
assessment used in the NCI-sponsored University of Utah studies of leukemia and thyroid 
cancer. Dr. Wachholz added that Utah experieuced the highest amount of Mlout from the 
NTS, and that studies of radiation-induced thyroid disease and leukemia in that area were the 
most extensive in the United States. Yet the results of the thyroid studies were equivocal, 
and Ute results of the leukemia study did not yield any new information. While there was a 
weak association between dose and cliyroid leukemia risk, neither was sialistlcally 
significant, and tliese results were consistent with accepted risk estimates. The Utah thyroid 
study was a followup based on a Public Health Service study from ihc mid-1960’s. which 
also found no correlation between childhood thyroid cancer and follout exposure. 
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During that same period, NCI was asked by Coogress to study United States exposure 
131 ^out from the NTS, the dose to the thyroid from such exposure, and the risk of 
thyroid cancer development. NCI lias compiled the summary data, and preliminary estim^es 
of thyroid doses have been prepared. Althou^ these estimates have yet to be reviewed and 
published, data {tM* North Dakota were provided to Dr. McDonough at his request It should 
be noted, however, that ongoing NCI studies of children in Belarus and the Ukraine exposed 
to high levels of 1-131 fallout from the Chernobyl reactor accident arc expected to provide 
the most usefril data for estimating a risk for thyroid cancer. 

Dr. McDonough urged NCi to do a study across the United States of childhood leukemia 
mortality by coun^ and year, to discem possible increases following foliout deposition. 

While age-specific county mortality statistics are available on which such a study could be 
based, participants generally agreed that given the low levels of expsoure that occurred, no 
scientific benefit could be expected from such a study. 

Dr. Land explained that we already know a great deal about radiation-related cancer risk, 
based on studies erff populations exposed to much higher doses. It is scientifically appropriate 
to base dose-response estimates on high dose exposure data and apply these estimates at 
tower doses. But if persons are studied after exposure only to low doses of radiatbn, it is 
difiBcuU to differentiate true cancer risk from the "background noise" of random variations in 
cancer rates. While it may be reasonable, he supposed, that there was some increased risk in 
North Dakota, that risk essentially would be undetectable; for cumulative Ulout doses would 
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Stilt be substantially less than those experienced by people residing in high*clevation areas 


such as DMver. 


Dr. McDonough said that lie did not think there was a substantial local cancer problem from 
global fallout, and did not think a study of thyroid cancer would be practical, given its low 
mortality rates and the lack of tumor registries in diat region. But he referred to maps 
depicting bands of fallout across the Northern and Northeastern United Slates and wondered 
about the need for additional research on catx»f epidemiology in those areas. He was 
cautioned again Chat there would be too few cases of any cancers, even by region, to measure 
or demonstrate causality. 

Dr. Wachholz offered some suggested revisions to Dr. McDonough’s report to clarify points 
of concern to NCI and DOE. He suggested that the perspective of the report was more 
alarming than the spectrum of research findings in this field warranted. Further description 
of uoderlying data and methodology, and their limitalioiis and associated uncertainties, would 
be necessary to accurately convey the scientific results. Data should ajd be extrapolated to 
canccrj(such as multiple myeloma or breast) for which there is no scientific evidertcc of any 
relationship at the low doses under discussion. Dr. McDonough defended the lone of his 
report as a reflection of his own scientific conclusions that there was some cause for concern,. 
Senator Dorgan added that it may be Important to publicize a report merging pure science 
and speculation. Dr. Wachholz emphasized that the report should reflect an appreciation for 
wide UDcertainCy of the numbers. 
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Dr. Rice invited Dr. McDonough to visit NCl inytime U> the opportuni^ to rchue his 
data and methodology conclusions, and to discuss these subject with NCI staff. 


B^y Duane 


cc: Dr. Broder • 

Dr. Sondik 
Dr. Rice 
Dr. Si^er 
Dr, Wachhotz 
Dr. Fraumeni 
Dr. Bofce 
Or. Bouville 
Dr. Land 

Ms. Engstrom, OER 
Ms. Kiser, OLPA 
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Wachholz, Bruce 


From: Duane, 8etsy 

To: Wachhoir, Bruce 

Subject: RE: Oorgan Hearing Summary 

Date; Tuesday, May 09. 1995 2:38PM 


I’m faxing it as I type - 2:45 pm Tuesday. Thanks! 


REPLY FROM: Duane, Betsy 
Microsoft Mail v3.0 1PM. Microsoft Mail. Note 
From: Wachholz, Bruce 
To: Duane. Betsy 

Subject: RE: Dorgan Hearing Summary 
Date: 1995-05-09 14:14 
Priority: R 

Message ID: 0702F6AB 
Conversation ID: 0702F6AB 


Betsy. 

Would you please fax the final draft again, I haven’t received anything 
from you for about a month or more. Thank you! 


From: Duane, Betsy 

To: Wachholz, Bruce 

Cc: Duane, Betsy 

Subject: Oorgan Hearing Summary 

Date: Tuesday, April 25, 1995 1:30PM 

Priority: High 

Did you get my final draft for your review? I faxed it awhile ago • if you 
need it refaxed. I'll be happy to do it. Thanks! 


Page 1 
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Th« HonoribU Byrtn L. Oorgin 
Unttid StiUs Sintt* 
Uaihlngtoiii DC lOSlO-KOt 


Diir Santtor Dorgtiii 

Thl» ts tn rtipsnta to yoor loiter doted Jinuiry t, 1M4, In «hlcli 
you Indicated in Interott in ipeciric Inforaetlon raUted to i 
niMbar Of iooto of nuctoir oxploilve davicti conducted In the iite 
IPSO'i and early IftO'i that raiulted tn radloictl«a fallout In 
the stato of North Oakota, 

I aai aware of your concama ai a rotuU of your netliM with 
laaaibcrt of the Office of fnvlroment, Safety and Health itaff that 
Mt with you on January li, 1I»1.._JL appreciate your concern and 
dailra to follow up bn all eatertala relevant to radioactive 
fallout that waa detactad In North Paketa In tho lata ISSO'i and 
early IPfO'i. 


At you know, the Coordination and Inforaiatlon Cantor In laa Vegaa, 


Nevada, It the prlntry location where relevant data and 
Inforaittibn fro« field turvayi and other Invattlgatlona 
by the,Ato«le Cnaroy coiailaalon, allltary organliatlont, 


PubJA^HeaVih $i?vTe It ■alntatned 

*"•— M- n f««*«» ktf f'r.ady arm 
at they have 


Pubiid I 
I Jnfonaa 
U^ocuaeS 


conducted 

and the 

The Coordination and 


'ni>fi»« Bn~feiieleteel that they have on record, which refer to 
NBTtinrakett. Thit ihouid be an ancellent itartlnp point fro« 
which to dotenalno the type of tpecific potanllal docuaientatlon 
you anek. 


. n. Mnn of ell oertinant 
which refer to 


Ha have edvlied the Coordination and Inforaiatlon Center of your 
Intoreat tn theio deciaaentt. Once you have had an opportunity to 
revlow the encloluro and dotonolne what tpaclflc docuMntt you 
will need, you ihould direct your requeat to the Hanaoor, 
Oepartaient of Energy Nevada Oparatloni Office at the following 
addreoa; 


Hr. Nick C. Aqulllna, Manager 
Nevada Oparatlonh Office 
U.S. Oepartrent of Energy 
P.O. Ion Mill 

Lea Vegaa, Nevada 19103-8510 
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Th» OipirtMnt Kill jUdly iiiUt y«g In th« iffart to dotimlno 
thi ridloictlvi Uvofi to tha atata of North Dakota and tha 
poUntlil for anjf hoilth conitquoncii. 

SInctrtly, 


H«tit ft. O'Loary 

enclosure 
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DEPARTMENT OF HEALTH & HUMAN SERVICES National Institutaa of Haalth 

National Cancar Inatituta 


Memorandum 


Dale 

From 


Sut)jact 


To 


March 18, 1994 


Chief, Radiation Effects Branch, DCE 
Senior Radiation Physicist, REB, DCE 




Request from Senator Byron JL. Oorqan for infomatlon related to 
nuclear test fallout in North Dakota in the late 1950s and early 
19608. 

Director, Division of Cancer Etiology, NCI 
Legislative Liaison, NCI 


Senator Dorgan (North Dakota) is concerned that North Dakota 
residents night have been exposed to hamful levels of radiation as 
a result of fallout from atmospheric tests of nuclear weapons at 
the Nevada Test Site in the late 1950s and early 1960s. He 
requested relevant information from the Secretary of Energy by 
letter of January 6, 1994 (attachment A) . 

The Secretary of Energy's draft response (attachment B) included an 
appendix listing pertinent documents that are on record at the 
Department of Energy (DoE) Coordination and Information Center in 
Las Vegas, Nevada (i.e., the DoE repository for all publicly 
available testing and fallout data and records) . The Secretary 
assured him that the DoE will assist in his effort to determine the 
radioactive fallout levels in the state of North Dakota and the 
potential for any health consequences. (We are told that the 
official response was '*the same as" the draft response.) 

Ms. Wagner, DoE Office of Congressional Affairs, and Dr. McDonough, 
North Dakota State Health Department, were informed by DoE-Las 
Vegas staff, with whom we have worked, that the NCI was conducting 
a study of in fallout from all nuclear weapons tests that were 
carried out at the Nevada Test Site in order to estimate the 
thyroid doses from that were received by representative 
individuals in all of the then«^exlstent counties of the United 
States. Although the NCI study is restricted to the estimation of 
doses from it appears to be an important source of information 

regarding fallout and r.Tdiation exposures, and, as such, is of 
interest to persons responding to the Senator's inquiries. 

Ms. Wagner requested on March 7 that NCI send her a one-page 
abstract of the NCI study. A copy of a prepared and suggested 
abstract is attached (attachment C) . She also Indicated an intent 
to organize a briefing session for Senator Dorgan or members of his 
staff; we may be asked to participate in the briefing session. 

Dr. McDonough informed us on March 10 that he is involved in the 
preparation of a report on fallout and resulting radiation 
exposures in North Dakota for Senator Dorgan, and that the report 



IS to be completed within two months. Dr. McDonough asked if we 
could share with him the information related to thyroid doses 
received by representative individuals in North Dakota that is 
contained in the NCI report under preparation. He was informed 
that this information is still preliminary; nevertheless, he 
requested copies of the relevant information and stated that he 
would treat it as such. 

We have referred both Ms. Wagner and Dr. McDonough to the NCI 
Legislative Liaison Office. 


Attachments 
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ATTACHMENT C 


18 March 1994 

THE MCI REPORT OM '*EXP080RE OF THE AKERICAM PEOPLE TO, AND THYROID 
DOSES FROM, ZOOZHS-131 FROM NEVADA ATMOSPHERIC BOMB TESTS** 

Section 7(a) of Public Lav 97-414 in part directs the Secretary 
of Health and Human Services to (1) "conduct scientific research and 
prepare analyses necessary to develop valid and credible assessments 
of the exposure to Iodine 131 that the American people received from 
the Nevada atmospheric nuclear bomb tests," and (2) "estimate the 
thyroid doses of Iodine 131 that are received by individuals from 
nuclear bomb fallout." The National Cancer Institute (NCI) was 
requested to respond to this mandate and a final report is in 
preparation. 

The report provides estimates of human exposure to and thyroid 
doses from Iodine-131 resulting from individual nuclear tests 
conducted at the Nevada Test Site. Thyroid dose estimates are given 
for representative individuals in various age groups, including in 
utero, and both sexes, residing in each county of the contiguous 
United States. The study suggests that there were large variations ii> 
thyroid dose from one individual to another, depending primarily upon 
the county of residence at the time of each test, the age of the 
individual at the tine of exposure, and the origin and amount of milk 
consumed. 

About 100 of the nuclear weapons tests carried out at the Nevada 
Test Site (NTS) resulted in off-site detection of radioactive 
materials. These tests releas<sd about 150 million curies of iodine- 
131 into the atmosphere, most 6f which were released in 1952, 1953, 
and 1957. Radioiodine was deposited across the United States, with 
the highest values immediately downwind of the NTS and the lowest 
values on the west coast. In the eastern part of the country, most of 
the deposited iodlne-131 was associated with rainfall, while in the 
more arid west, dry deposition prevailed. Because iodine-131 decays 
with an 8-day half-life, exposure to the released iodlne-131 occurred 
primarily during the first two months following a test. 

For most people, the major exposure route was via the ingestion 
of cows' milk contaminated as the result of iodine-131 deposited on 
pasture grasses. Historical measurements of deposited radioactivity 
and of the daily amounts of rainfall across the United States were 
used as the basis for the dose calculations whenever possible. Data 
regarding the consumption of pasture grasses by cows and the transfer 
of Iodine-131 to milk were reconstructed and used to estimate 
concentrations of iodine-131 in milk. Milk production, processing, 
and distribution patterns in the 1950 b were used to estimate the 
amount of iodine-131 in the cows* milk available for human consumption 
throughout the country. Finally, milk consumption rates, based upon 


- 1 - 
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diet surveys, were used to estimate ttie amounts of Iodine -131 ingested 
by representative individuals in each county. 

The exposure of peoplo to iodine-131 resulting from the 
inhalation of contaminated air and the Ingestion of contaminated leafv 
vegetables, goats* milk, cottage cheese, and eggs also was analyzed, 
but in less detail, as the thyroid doses from iodine -131 resulting 
from these exposure routes are, for most people, much lower than those 
due to the consumption of cows' milk. 
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NORTH DAKOTA 

STATE DEPARTMENT OF HEALTH 
AND CONSOLIDATED LABORATORIES 

600 E. Boutenrd Avsthm 

Bismarck. NO S8S06-0200 

Fax #701 224-4727 700 701-224-2068 


PREVENTtVE HEALTH SECTION 


April 6, 1994 


Dorothy Tisevich 
Director of L^ulatiixi 
and Congressional Activities 
National Cancer Institute 
National Institutes of Health 
Building 31, Room llA-23 
Bethesda, MD 20892 

Dear Ms. Tisevich; 

The North Dakota State Oqortment of Health and Consolidated Laboratories is requesting 
I^‘ data for North Dakota counties from the ruidear &llout studies. I have been in ccmtact 
with Dr. BouviUe and we have discussed a preliminary data request The data requested 
includes the five tests mentioned by Senator Dorgan in his letter to the Dqiartment of Energy 
and the cumulative doses by county and age class. We ate also requesting the cumulative 
Utah county data so a comparison can be made regarding health effects. 

This information will be of assistance in evaluating possible health effects from nuclear 
Mlout in North Dakota. If you have any questions concerning this request, please fee! free 
to give me a call at 701/224<2493. 



Chief, Preventive Health Section 
m 


c: Andre BouviUe 

Senates Byron L. Dorgan 


Disuse Control 
701-224-2378 


HeMh Promokm and EdocaDon 
70t-224 Z367 


701-224-2493 


Mlaobialogy 

701-221-5262 
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DEPARTMENT Of HEALTH At HUMAN SERVICES 


May 5, 1994 


Health S«rvic» 


National Institutaa of H«alii> 
National Cancar Inatituta 
Sattwada. Maryisnd 20892 


Dr. Stephen L. McDonough 
Chief, Preventive Health Section 
North Dakota State Department of Health 
and Consolidated Laboratories 
state Capital 
600 E. Boulevard Avenue 
Bisaarck, HD S8S05-02O0 

Dear Or. McDonough: 


Your letter of tori 1 6, 1994 to Ms. Dorothy Tisavlch, in which 
you reqpiested data froa nuclear fallout studies carried out 
by the National Cancer Institute (NCI) , has been referred to me. 
The NCI will be pleased to provide the North Dakota State 
Department of Health and Consolidated Laboratories with 
preliminary estimates of thyroid doses to the citizens of North 
Dakota due to released into the atmosphere as a result of the 
nuclear weapons tests conducted at the Nevada Test Site during 
the 19S0S. 


I understand that you and Or* Andrd Bouvllle have discussed this 
matter and that the estimatedVthyroid doses, fay age group, of 
particular interest are tioss resulting from the tests Milson, 
Diablo, Kepler, Franklin Prise, and Smoky* You may wish to 
contact Dr. Bouvllle directly (301-496-9326) In order to discuss 
the manner in which thesS data, as well as the estimated 
cumulative thyroid doses for North Dakota and Utah counties, can 
be made available to you. 

However, I would like to draw your attention to the fact that the 
current estimates of doses to the thyroid are preliminary and 
should be recognized as such. I cannot guarantee that the final 
estimates of thyroid doses will be identical to the preliminary 
estimates that will be provided to you. 

Please let me know if I can be of further assistance. 


Sincerely, 


cc: Andre Bouvllle 

Hs, Dorothy Tisevich 
Senator Byron L. Dorian 


/ 3 _— 

Bruce H. Wachholz, Ph.D. ' 
Chief, Radiation Effects Branch 
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•r Aon l ooroan 



linfted jStatts Senate 

WAiNmcrtM. oc sot >o~ato9 



May 24/ 1994 


Dr. Richard Adamson 
Dlraotor 

Division of Cancer Ctloiooy 
National Cancer Xnatitube 
National Institutes of Maith 
Sethasda/ NaryLend 2QS93 

Dear Dr. Adamson. 

The North Dakota Stats Department of Health and consolidatsd 
Laboratories is currently eonpletlno a study on the health 
effects of radioactive nuclear fallout on residents of North 
Dakota. This study, which is being done at nv regueat. is 
designed to uncover possible Llnka batwaan inereasad incidences 
of certain cancers in Nortb Dakota and fallout from u.S. above- 
ground nuclear weapona teats conducted during the 1950a and 
1960a. 

Many of the raaourcea used In thli atudy have bean, obtained 
with the aaalatanca of the Department of energy and the National 
Cancer Xnetituta (KCI) . I thank NCl for Its consultation thus 
far. and would like to request socm additional assistance. 

I would Ilka to aak you to dealgnata an appropriate NCI 
ataff pareon to-revt a w the Mnrth pakocs Dan a rtaant of Ha alth^e 
draft report on the health affects of nuclear^ faiioun An * 
anelvaia of the results would help the o^rtmant of Health 
verify the findinga of its Study, z have attached a latter from 
Dr. Stephen McDonough detailing the Department of Health's 
specific needs. Dr. Kcoonough la the Chief of the Rraventlve 
Health Division tad ths lead rasaarchar on this project. 

If you have eny questlona please contact stave Rroll of ny 
staff at (202) 224*2951. Thank you for your attention to this 
matter. 


Sincerely. 

■yron if norg.ii 
0.8. Benttor 
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DEPASTMENT OP HEALTH A HUMAN SESVTCES 


NmimmI biMtaftM •« HmM» 
Canear fnaHtiit* 
Batfwatf*. Mfvtan d 20M2 


JUN 80 1994 

Hw Hononble Byron Dorgm 
United States Senate 
Washington. DC 2QS10 


Dear Senator Dorgan: 


lliank you for your letter requesting (hat the Natkmal Cancer Intlilute (NCI) review the 
North ITakota Dqwtineiit of Health's draft r^Mit on the heahh effects of nuclear fellout. 
Several NCI staff* have worked with your ofHee and Dr. Stephen McDonough over the past 
few oKMiths regarding eanoer rates in relation to nuclear fUImt exposure. Dr. Charles Land 
and Dr. Andre Bouvflie, both In the Division of Cancer Etiology, will be ideaaed to review 
the report, and additional NCI staff experts in radiation effecta and qrfdemiology wfll be 
given the onxKtunhy to tevlew and oommenL Or. McDonough may reach Dr. Land directly 
at (301) 496*6600. and Dr. Bcuville al (301) 496-9326. 

1 am pleased drat we have been able to assist yaa and Dr. McDonough In your endeavor, and 
I app^aie your interest in this Important area ot health research. 


Sincerely yours. 


Richard Adimsoni Ph.O. 
Director 

Division of Cancer Etiology 


Reviewed by: NiH\NCI\OD\OLCA\DAda]nsoQ\D'nsevlch\6-27-94\496^18 
Revised by: NIH^Na^OD^OLCA^DTiaevlch^ai\6-24-94^96-5217 
NIH\NCI\OD\OLCA\BDttane\ai\6-23-94\406-S217 
omcia! flies located at Na flla 31-3A22 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


Netionel Inetitutea of Health 
Natiortai Cancar Institute 
Bethesda. Marylartd 20892 


MEHORANOUH 


Date: September 27, 1994 

From: Chief, Radiation Effects Branch, CPCP, DCE 

To: Legislative Liaison, NCI 

Through: Acting Director, DCE. NCI 

Subject: Response to Congressional 



Sen. Dorgan previously has contacted NCI requesting assistance to the State of 
North Dakota with respect to radioactive fallout from the Nevada Test Site. 
(See Attachment A for background correspondence.) Dr. Andre Bouville has 
reviewed and commented upon the documents requested by the Senator per Dr. 
Adamson's reply to the Senator. 

Or. BouviHe's response to the Senator's request (see Attachment B) is 
provided for your review and/or concurrence. 
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DEPARTMENT OF HEALTH HUMAN SERVICES 


September 19, 1994 

Dr. Stephen L. McDonough 
Chief, Preventive Health Section 
North Dakota State Department of Health 
and Consolidated Laboratories 
State Capitol 
600 E. Boulevard Avenue 
Bismarck, ND 58505-0200 



Public H««ith Service 


Nationel Institutes of Health 
National Cancer institute 
Bethesda. Maryland 20892 


Dear Dr. McDonough: 

I think that you have done a remarkable job of assembling most of 
the available information on fallout in North Dakota resulting from 
nuclear weapons tests. It would be helpful, however, to consult a 
specialist in radiation protection in the preparation of the final 
version of the report in order to ia^rove the interpretation of the 
fallout data that you have assembled and to assist in the editorial 
style (especially with the units, quantities, and concepts used in 
radiation protection) of the report. 

It seems clear that the *^Sr levels in milk that were measured in 
the late 1950s and early 1960s generally were somewhat higher in 
North Dakota than in other areas of the United States where the 
amount of **Sr deposition on the ground was very similar. However, 
the reasons for those enhanced values are less clear. In any case, 
the resulting radiation doses are quite small, even in conparison 
to the doses from natural background. main comments on your 
draft report are that: (1) you do not provide enough information 
on the radiation doses that were received by the populations of 
North Dakota from the nuclear weapons tests, (2) the structure of 
Chapter V (Nuclear Fallout in North Dakota) is not logical, so that 
this Chapter is very difficult to read, and (3) much information is 
given without a proper scientific reference. 

You will find enclosed my detailed comments as well as suggested 
changes, onost of which are of an editorial nature; th^ are 
presented in the sequence of your report. My comments are limited 
to the sections of the document that cover fallout, environmental 
releases of radionuclides, and radiation doses. I understand that 
Dr. Charles Land, also from the National Cancer Institute, tos 
sent you comnents on biology and on the health effects resulting 
from nuclear fallout. 


Sincerely yours. 


Andr4 Bouville 

Senior Radiation Physicist 


Copy: 


Ann E . Duane 
Charles Land 
Bruce W. Wachholz 
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August 30, 1994 
Andr4 Bouville 


COMMSMTS ON: 

"DOWNWIND IN NORTH DAKOTA: AN UNCERTAIN LEGACY" 

Page 1, bullet 4: I would replace the second line with: 
■measured concentrations of Strontium-90 in the United 
States . ■ 

Page 3, first paragraph under IV. A.: replace "though" with 
■ thought . " 

Page 3, next-to-last paragraph, line 1: insert “associated 
with nuclear fallout" after "radiation." 

Page 3, next-to-last paragraph, line 2: delete "neutrons, 
protons . ■ 

Page 3, last paragraph: replace "proteins" with "protons." 

Page 4, line 6 (and elsewhere): replace "Sr*®" with "’“Sr." 

Page 4, third paragraph; could be deleted (neutrons and 
protons do not play a role in the type of fallout that is 
considered in the report; as indicated correctly in para 5 of 
this page, only a, and y are important in nuclear fallout) . 

Page 4, fourth paragraph: replace "parcels of light" with 
■electromagnetic waves." 

Page 4, last paragraph to page 6, third paragraph: this 
description of radiation doses from various sources is 
inportant as it puts the doses from nuclear fallout in 
perspective. I think that this section would be improved if 
you; (1) separated clearly the natural sources of radiation 
(cosmic rays and terrestrial) from the manmade sources of 
radiation (medical, fallout, nuclear power, etc.), (2) 
indicated that the doses from natural sources vary from one 
location to another, but are relatively constant with time, 
whereas the doses from manmade sources depend on the magnitude 
and timing of the practice (for example, the doses from 
fallout were higher in the 1960s than th^ are now), and (3) 
explained that, in this section, the radiation exposures are 
expressed in terms of effective doses (unit: sievert), which 
combine the absorbed doses received by all organs and tissues 
of the body and weights them according to the radiosensitivity 
of those organs and tissues and to the type of radiation that 
is responsible for the dose. The effective dose permits a 
comparison of the radiation exposures from various sources to 
be made and is believed to represent the whole radiation risk 
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received by the exposed populations . 

Page 1, last 3 lines, and page 8, first 2 lines: I would 
replace with: *dose. Une equivalent dose to the tissue 
considered (unit: sievert} is the product of Che absorbed dose 
(unit: gray) the radiation-weighting factor. For low-LET 
radiation like beta particles and gamma radiation. Che 
radiation-weighting factor is generally assumed to be equal to 
1, so that the equivalent dose and the absorbed dose have the 
same numerical values. For high-LET radiation like alpha 
particles, the radiation-weighting factor is greater than 1; 
for alpha particles, the radiation-weighting factor is 
generally assumed to. be equal to 20, so that the numerical 
value of the equivalent dose is 20 times that of the absorbed 
dose (ICRP Publication 60, 1990 Recommendations of the 

International Commission on Radiological Protection. Annals of 
the ICRP, Vol. 21, No. 1-3; 1990|.' 

Page 8, last two lines: I would replace with ‘“’i- or 

with •1-131.- 

Page 11, first line under B: I vAsuld replace “Che atom- with 
“the nucleus of an atom.* 

Page 11, second line under B: I would replace “two atoms" with 
"two nuclei. * 

Page 11, last paragraph: 1 would replace with: “The atomic 
weight is the sxjm total of neutrons and protons in the nucleus 
of an atom. The atomic weight is often added to the name of 
the element, or to its syirfsol, particularly for radioactive 
products (for exanples: Strontium-90 or Sr-90, Iodine-131 or 
1-131, Cesium-137 or Cs-137. Uraniuin-235 or U-235).“ 

Page 12. first line; I would replace “Atoms* with “Elements." 

Page 12, lines 3 to 5: I would replace with: “Isotopes of an 
element have Che same nuitdjer of protons in the nucleus but 
different numbers of neutrons. For example, Che common form of 
^drogen has a nucleus with one proton and no neutron; a rare 
isotope of hydrogen, called deuterium (H-2), has one proton 
and one neutron.* an even rarer isotope of hydrogen, called 
tritium (H-3) has one proton and two neutrons}.* 

Page 13, third line before the end; I would replace “northern* 
with ’ c^^erate . “ 

Page 16, lines 3 and 4: I would replace “as more stable atoms 
form“ with "as more fission fragments decay into less 
radioactive products or into stable forms.' 

Page 16, third paragraph, line 1; I would replace "3.7 of 
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radioactivity a* with "3.7% of radioactivity at." 

Page 16, third paragraph, line 3: I would replace "Strontium- 
90 (Y-90) ■ with •Strontium-90, together with its decay product 
Yttrium-90.* 

Page 16, third paragraph, line 4: I would replace "Cesium-137 
(Ba-137)" with "Cesium-lS?, together with its decay product 
Barium-137m. " 

Page 16, between third and fourth paragraphs: I would insert 
a short review of what is known about the doses from nuclear 
fallout. This short review would describe the relative 
io^ortance of the various fission products with respect to 
dose and would also discuss the relative importance of 
internal irradiation versus external irradiation. This would 
explain why you plan to discuss specifically Sr-90, 1-131, and 
Cs-137 in the following pages. 

Page 16, fourth paragraph, line 1: I would replace "radiative" 
with "radioactive.* 

Page 16, fourth paragraph: the diagram needs to be cleaned up 
and introduced. 

Page 17, line 5: a better value for the biological half-life 
of Cs-137 in the body would be: about 100 days. 

Page 18, sections D and B: I assume that sections on 1-131 and 
Cs-137 will be prepared according to the format used for Sr- 
90. 

Page IS, chapter V: I have problems with the organization of 
this Chapter. It seems to me that you want to: (1) show that 
nuclear fallout occurred in North Dakota, (2) present the 
available information on the levels of important radionuclides 
in the environment resulting frtxn fallout, and (3) estimate 
the doses that the populations from North Dakota received from 
fallout. In Section A, History of Nuclear Tests, I would only 
keep the general history of nuclear testing and a description 
of the tests that resulted in nuclear fallout over North 
Dakota. With respect to the levels of important radionuclides 
in the environment, I would keep in mind that the most 
important contributions to the radiation doses from nuclear 
fallout arise from: (1) external irradiation due to 
radionuclides deposited on the ground, and (2) internal 
irradiation due mainly- to ingestion of radionuclides, 
essentially with milk, but also with other foodstuffs. 
Accordingly, I would have a Section on "Radioactivity 
deposited on the ground* (in which I would include most of the 
information that you give in Section A) , followed by Sections 
on "Radioactivity in Cow's Milk", "Radioactivity in Other 
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Foodstuffs", and "Radioactivity in Human Bones", Finally, a 
Section on the "Doses to the Populations of North Dakota from 
Nuclear Fallout* would be based on the contents of the 
preceding Sections. Any material related to health effects, 
such as what is presented on page 34, would be discussed in 
Chapter VI. 

Page 19, line 6: accepted values for the yields of Hiroshima 
and Nagasaki bombs are 15 and 21 kt, respectively [Roesch, 
W.C., ed. US - Japan Joint Reassessment of Atomic Bomb 
Radiation Dosimetry in Hiroshima and Nagasaki. Final Report. 
Ihe Radiation Effects Research Foundation; Hiroshima, Japan; 
1987. J 

Page 20, lines 7 to 11: I would delete the end of the 
paragraph, starting from "Later, the." As far as I could tell, 
this information was not used later on in the document. 

Page 20, fifth paragraph, line 3: I would replace "high life' 
with "half-life." (In addition, I think that this paragraph is 
in the wrong place and should be moved up to page 16.] 

Page 21, fourth paragraph, line 2: Replace "Eisenbad* with 
"Eisenbud." Also, you should be consistent about the manner in 
which you abbreviate "disintegrations per minute per square 
foot in a day"; I would use *dis/(min x ft^] in a day." 

Page 24, title: Replace "Plumbobb* with "Plumbbob." 

Page 31, line 9: According to a personal connunication from Ed 
Har<V and Harold Beck (DoE's Environmental Measurements 
Laboratory in New York), Pfeiffer's estimation that 22 mCi 
*^Sr/mi^ fell in Fargo in July 1957 may have been derived from 
an erroneous piece of data fr^ the AEC that was reported in 
the 1959 Congressional Hearings on Fallout. Subsequently, the 
AEC reported that the reccxnputation of the **Sr fallout on July 
16 at Fargo from the Diablo shot in the PlumbJdob series led to 
a ^Sr deposit of only about 1 nCi/mi’ (0.5 nCi/km^) (Knapp, 
H.A. The contribution of short-lived isotopes and hot spots 
to radiation exposure in the United States from nuclear test 
fallout. Fallout Studies Branch, USAEC Report TID-8527, 6 June 
1960] . Based on more recent studies of gummed film 
efficiencies, assuming that a heavy rainfall scavenged the 
Diablo cloud over Fargo, the 90Sr deposit could have been as 
high as 5-8 tnCi/mi^ (2-3 mCi/km*) . It is unfortunate that the 
Fargo and Williston gummed film data related to the Plumbbob 
series cannot be located so that a re-evaluation of the 
deposition of individual radionuclides, such as was carried 
out for available gummed film data [Beck, H.L. Estimates of 
fallout from Nevada weapons testing in the United States based 
on gummed film monitoring data. USDOE report EML-433; 1984); 
(Beck, H.L., Heifer, I.K., Bouville, A. and Dreicer, M. 
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Estimates o£ fallout in the continental U.S. from Nevada 
weapons testing based on gummed film monitoring data. Health 
Phys. 59:565-576; 1990] could lead to a more definite answer 
to this question. 

Page 31, fourth paragraph and elsewhere: The units should be 
checked and made consistent. As noted later on (page 35), 
or micro-micro" should be replaced with *p or pico. “ Also, "c" 
or "C" are often used in this text instead of *Ci" (for 
curie) . In addition, it would be helpful to use always the 
same unit for deposited activity, for exas^le, mCi per kxn^. It 
is to be noted that the curie is an old unit and that the new 
unit is the becquerel; however, it could be very confusing to 
switch to becquerels at this stage. 

Page 32, last paragraph, first three lines: for a given 
deposition on the groxmd of '*^1, the resulting thyroid doses 
may vary by orders of magnitude depending, among other 
factors, on the type of fallout, agricultural practices, 
amount, type and origin of milk consumed, and thyroid mass of 
the individual considered. Tamplin's dose estimate seems to be 
very high and is likely to apply to extreme conditions. 

Page 32, last line: replace "Department of Energy (DOE)” with 
■National Cancer Institute (NCI)." 

Page 33, first line: the end of the sentence could be replaced 
with: "estimates that the median thyroid doses received by 
infants who lived in Cass county, where Fargo is located, and 
who drank fresh milk from family cows at the time of the 
Diablo shot in July 1957 were about 2 rad; those infants 
represent a high-exposure group; at the other end of the 
scale, much lower doses of about 0.02 rad are estimated to 
have been received by the group of female adults who consumed 
no fresh cows' milk and obtained their *^‘l intake from 
consumption of other contaminated foodstuffs, such as leafy 
vegetables or eggs, and from inhalation. The average thyroid 
dose that was received by the population of Cass county as a 
result of the test Diablo is currently estimated tjy the NCI to 
be 0.25 rad. It should be noted that these thyroid dose 
estimates are fraught with very large uncertainties, partly 
due to the fact that fallout data specific for the test Diablo 
are not available for North Dakota." 

Page 33, first paragraph, last sentence: Could be replaced 
with; "Thus, the actual 1311 and 90Sr fallout in North Dakota 
from individual tests of the Plumbbob series is not known, 
although it can be crudely estimated from fallout data from 
other States." 

Page 33, second paragraph, last line: replace "Plowshore" with 
■ Plowshare . " 
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Page 33, sixth paragraph: replace "band" with "ban.“ 

Page 33, beginning of section C; I would indicate early on 
that the strontium unit or sunshine unit (SU) is equal to one 
picocurie of *^Sr per gram of calcium (pCi/gCa) . In any case, 
it may be confusing for the reader to be confronted with two 
units for the same quantity. Also, it would be worth noting 
that, since there is about 1.1. gram of calcium per litre of 
milk, one picocurie per liter of milk is equal to 0.9 
picocurie per gram of calcium. 

Page 37, last paragraph and last Table: (1) check the unit 
■mc/m^" (probably mCi/mi*"), and (2) could be moved to the 
Section on deposition. 

Page 38, fifth paragraph, last sentence: Should be removed. In 
fact, fallout occurred over most parts of the United States in 
1951, 1952, 1953, 1955, 1957, and 1958 from tests conducted at 
the Nevada Test Site; it also occurred over all of the United 
States from 1952 through at least 1980 as a result of tests 
conducted at other sites. 

Page 38, last paragraph, second and third sentences: the 
statement that North Dakota received more fallout of 
stratospheric origin than other states should be demonstrated 
and referenced. DOS's data (Ed Hardy and Harold Beck, personal 
communication] show that the deposition of **Sr at Williston, 
ND. during the 1960s was less than in New York, NY. 

Page 41, second paragraph: This paragraph should be redrafted 
if it cannot be demonstrated that the deposition of **Sr in 
North Dakota in the 1960s was much higher than in other parts 
of the United States. Regarding the the soil to milk transfer 
of **'Sr, it may be that North Dakota soils are both more 
efficient in passing *^Sr into the foodchain and in migrating 
it into deeper layers of soil, so that, for a given deposition 
of ’*Sr in North Dakota and in other areas of the U.S., the 
levels of ’"Sr in milk are higher for a few years after 
deposition and later decrease to lower values than in other 
areas of the U.S. 

Page 49, third paragraph, last sentence: It seems to me that 
the data presented in Figure 7 do not support the statement 
that you make in this sentence. Figure 7 shows that there is 
a wide variability in the ratios of the 90Sr concentrations 
between soil and milk. The average milk-to~soil ratio in the 
12 locations that are considered is 0.5. The ratio in Mandan 
is greater than the average by a factor of 2.4, but there are 
also locations where the ratios are lower than the average by 
a factor of 2.4 or more (Des Moines, Philadelphia, Los 
Angeles, and Salt Lake City). The ratio in Mandan is no more 
abnormal than the ratios observed in those 4 locations, and is 
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likely to be due to the variability in the transfer of 9QSr 
from soil to milk. 

Page 51, section D: The levels of •®Sr in human lK>ne are 
expected to be correlated to those in diet. Since milk is an 
in 5 >ortant contributor to the "Sr content in diet, it is normal 
to measure "Sr levels in human bone that are higher than the 
U.S. average, at least during the few years following the 
major episodes of fallout. 
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DEPARTMENT OF HEALTH fc HUMAN SERVICES 


January 3. 1995 

Chief, Radiation Effects Branch. CPCP. OCE 


Nationai institutes oi Haalth 
Nstionil Ctncar Int^ute 


Memorandum 


Subject 


Telephone Conversation with Dr. Steven McDonough. North Dakota State 
D^rtment of Health. Author of "Downwind In North Dakota; An Uncertain 
Legacy" 


Legislative Liaison, NCI 
Through: Acting Director. OCE 




Last week 1 tried unsuccessfully to speak with Dr. McDonough as a followup 
to our meeting on December 16 with him and with Senator Byron Dorgan (NO). 
(I could not do so during the week of December 19-23 because of 
laryngitis.) The intent was to offer to send specific scientific comments 
on either (a) his draft report that was the subject of the December 16 
meeting, or (b) any revised draft report that may evolve as a result of 
the discussion on December 16. It also was my intent to followup on the 
general invitation for him to visit with NCI staff. 


This morning I finally spoke with Dr. McDonough and learned that: 


1. Senator Dorgan held a press conference in Bismarck last week, 
the subject of which was Or. McDonough's fallout and health 
effects report. 

2. State news media were present at the conference but no 
reference was made to national media. 

3. The findings viere placed in a context that was "not alarming" 
and it was pointed out that a small number of children might 
have been affected, but that this Is not known for sure, that 
the nwbers are mathematical estimates and are quite 
uncertain. 

4. They have received "only a few letters' as a result of the 
press conference. 

5. The fallout document currently is In press and no changes were 
made (other than typos) regarding the text, tone or content of 
the report as a result of the December 16 meeting, and while 
he personally would appreciate detailed scientific comnents. 
they are too late to Incorporate into the report. He stated 
that he was anxious to terminate that particular effort and 
move on to other things. 

6. With one exception he does not see any further interest in 
this issue .and does not see Senator Dorgan pursuing It (e.g.. 
no Congressionarhearings). although he pointed out that he 
could not speak for the Senator. 
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/. me one exception proDaoiy wi ii oe a requebt ui nci irom 
Senator Dorgan to review existing data to assess childhood 
leukemia in the upper midwest (KT. ND and WY were mentioned) 
during the 1960s to see if there was even a non-significant 
increase. (According to him, "this might be a one-day effort 
by someone" at NCI . ) 

Dr. McDonough expressed much appreciation for the December 16 meeting and 
for the opportunity to speak with experts in the field of fallout studies. 

He also indicated that he did not see the usefulness of meeting with NCI 
or DOE staff unless this continued to be an issue requiring his 
involvement or unless he was in the area for other reasons. 

He again mentioned that Keith Rogers, reporter for the Las Vegas Review 
JournaU?), may continue to explore the fallout issue. 

I requested that he send us copies of his final report and of any articles 
resulting from the press conference, and he readily agreed to do so. 

Although Dr. McDonough made many complimentary comments about NCI. he 
expressed mild surprise at the "lack of Intellectual curiosity" by NCI 
staff that he perceived in the December 16 meeting with respect to levels 
of fallout and possible health consequences. He attributed this to the 
assumption that NCI staff looked at major exposed populations such as 
Japan and Chernobyl, while NO by comparison was almost insignificant, 
whereas he looked at ND expecting to see nothing and thought he observed 
the possibility of something. 

We closed with mutual expressions of goodwill in the new year. 



cc : Or . Boi ce 
Dr. Bouville 
Dr. Fraumeni 
Dr. Land 
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ENERGY 
RESEARCH 
FOUNDATION 

May 1, 1996 

"Hm Connor 
Associate Director 
S. 1016 Buena Vista Drive 
Spokane, WA 99204 

Dr. Richard tOausner 
Director. National Cancer Institute 
Building 31, Rm. 11A48 
Bethescta, MD 20892 

Dear Dr. Klausner: 

I am writing on behalf of the Advisory Committee on Energy-Related 
Epidemiologic Research (ACERER) in the hope that you can assist our 
committee. As you may Imow, the ACERER was appointed by then-Secretary of 
Health and Humarv Services Louis Sullivan in 1992 to adwse the Secretary on 
setting the research agenda and conducting research as outlined in the 
December 1990 Memorandum of Understanding between the Department of 
Health and Human Services (HHS) and the Department of Energy (E)OE). 

The HH^DOE MOU s^s forth a comprehensive program of research in 
the area of ionizing radiation exposure and potential health effects. This 
program includes, but is not limited to, new and continuing epidemiologic 
studies of workers at DOE facilities and the study of communities in the vicinity 
of these facilities. The Centers for Disease Control and Prevention (CDC) was 
assigned the lead role for this research program within HHS. 

Over time, the Committee has reached the general conclusion that our 
role of advising the Secretary on research needs and priorities requires that we 
become more fully aware of the initiation, existence, and progress of other 
federally funded research actrvities involving radiation and human health. With 
this knowledge we believe we can better advise the Secretary on opportunities 
for cooperative endeavors and ways to maximize cost effectiveness of research 
funds in this area of health science. This view is reflected in the attached motion 
adopted at our April meeting in Santa Fe. 

For that reason, I would like to request the following information with 
respect to NCI research activities involving studies of radiation exposure and 
health consequences: 

•The title and general description of each project. 

•The legislation or other mechanism by which It was initiated. 

•The principal investigators, initiation date and status of the project. 


Board ChairNMomari 

Iheodore K. Ham*, gjc. 
Presideni 


enan Costner. Oircctor, 537 Harden Street. Columbia. SC 2?2C5 303/2S6.7296. lax: 803/256-9116 
Tin Conrw. Aiioaate Director. 5 101 6 Buera V-sta Drive, ^karie. VVA‘5'»2C4. 509/838-4560, fax. 509/624-9188 

- 



342 


ATTACHMENT 

18 
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Page 2 of 2 


For^our convenience, I am also attaching a copy of the ACERER charter 
and the 1990 MOU. Currently, a revised MOU is in the final stages of 
negotiation between the two agencies and should be available by the end of 
this year. 

Again. I would much appreciate your assistance in providing the above 
information for our Committee. 


Sincerely, 



cc Dr. John Bagby. Chairman. ACERER 

Dr. David Satcher. Director. Centers for Disease Control and Prevention 
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Whereas the OOB/HHS MOU has delegated a leadership role 
to HHS in the area of radiation health studies; 

Whereas the CDC has taken the lead in addressing public 
health consequences of radioactive releases from 
nuclear facilities; 

Whereas the Committee believes that enhanced federal 
collaboration and coordination is necessary to improve 
the qual’ity and cost-effectiveness of federally funded 
radiation research; 

Therefore let it be resolved-fehat CDC should work with DOE/ES&H 
and NCI to seek collaboration on all national and intetnational 
activities In which results may comploment informative -needs of 
COC (for sites at which dose reconstruction is ongoing or 
planned). Activities of particular interest would be: 

1. the unpublished nationwide study of thyroid doses to the 
U.S, public from released from the Nevada Test Site; 

2 . the thyroid disease/I^^*^ dose reconstructions by 
RCI/LLNt>/FHCRC for Ukraine and Bylorus, and Russia; 

3. plutonium, strontium and dose reconstruction for the 
Techa River, Chelyabinsk and the Mayak facility of Russia; 

4 . all other national and international activities that may 
produce results of value to CDC's dose reconstruction 
studies , 
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Energy Research Foundation 

August 2, 1 996 

From; Tim Connor, ERF 

Phone (509) 838-4580 
Fax (509)624-9188 

To: Nancy Burgoyne, National Cancer Institute 
(301) 402-0338 

Ms. Burgoyne--The attached 6 pages are the May 1 st letter to Dr. i 

Klausner, a copy of the Advisory Committee’s resolution from April, and a cw of 
the Committee charier. I have not attached the Memorandum of Understanding 
referenced in the letter because it is a much longer document. If it would be 
useful to send the MOU just let me know and I'll fax you the most recent version 
I have. 

Again. I'd appreciate it if someone can get back to me soon with a 
response or timeline for a response. 


TC 
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DEPARTMENT OP HEALTH A. HUMAN SERVICES 


Public Health Service 


National Institutes of Health 
National Cancer institute 
Executive Plaza North EPN S40 
61 30 Executive Blvd MSC lia» 
Bethesda MO 20892-7390 

September 11, 1996 


Tim Connor 
Associate Director 
Tnergy Research Foundation 
S. 1016 Buena Visla Drive 
Spokane, WA 99204 


Dear Mr. Connor: 


In r«ponsc to your request, enclosed please find a table of intramural radiation-related studies 
being conducted by The Division of Cancer Epidemiology and Genetics of the National Cancer 
Institute. We regret that our response to you has been delayed and hope that it meets the needs of 
the Advisory Committee on Energy-Related Epidemiologic Research. 


Sincerely, 



Joseph F. Fraumcni. Jr., M.D. 
Director 

Division of Cancer Epidemiology 

and Genetics 

National Cancer Institute 


cc; Dr. Klausncr 
Dr. Sontag 
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department op BSALTH Ik HUMAN SERVICES 


March 10. 1997 


Public Scrvic* 


Nalonal intttiutn of Haalh 
Nalenat Cancer ImIbAa 
Eaceulw Ptaza Nortfi S30 
SISOEMaeulivaeM 
e«(hw4a MO 20aS2 


James M. Smith. Ph D. 

Chief, Radiation StiuUes Branch 

Centers for Disease Control and Prevention 

F-35 

4770 Buford Highway NE 
Atlanta. OA 30341-3724 


Dear Dr. Smith: 


Thank you for your inquiry on behalf of Dr. Richard J. Jackson, Director, National Center 
for Environmental Health. Centers for Disease Control and Prevention (CDC) and the CDC 
Advisory Committee for Energy-Related Epidemiologic Research, regarding die status of the 
National Cancer Institute (NCI) assessment ofejqKSsure of the American people To Iodine-131 
from atmospheric nuclear weapons testa conducted at the Nevada Test Site. 

The technical component of the report is complete, and the text of the report has 
undergone several reviews and redrafts. We plan to putdish the report during fiscal year 1997 and 
are presently investigating the most effective manner in which to make the fiiU report available 
(which in copy is expected to approach or exceed one hundred tbousazid p^es). 

In the meantime, we have tried to be responsive to reasonable requests for information 
contained within the report pertaioiag to specific areas. For exam^^ we met with 
Senator Byron Dorgan and r^reseotafives of the North Dak^ State Department of Health and 
Consolidated Laboratories to discuss Iodine- 1 3 1 fidlout in North Dakota. . Also, a member of the 
Advisory Cooimittee^ Dr. F. Owen Hoffman. Jr. requested Iodine-131 foUout infiMmalion for 
areas in the vicinity of Oak Ridge, TN. In re^nse to both of these requests, rdevant data were 
provided to them. 

You also revested a brief description of our cooperative studies in Bderus and Ukram 
related to the Chernobyl nuclear power {riant accident Tlw NCI, with additic^tal financial support 
from the Department of Energy (DOE) and the Nuclear Regulatory Commission (NRC), is 
working with scientists and government authorities in Bdarus and Ukraine to carry out long-term 
epidemiolo^cal studies of thyroid disease, especially cancer, among persons ( 1) who were under 
the age of 18 at the time of the accident, (2) who were exposed to firilout from the acetdent. and 
(3) whose thyroids were measured for radioactivity content during the wedcs immediatdy 
following the aeddent. The cohorts axe expected to consist of about 1 S.OOO persons in Bdarus 
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and perhaps 50.000 persons in Ukraine In addition to clinicai and diagnostic tests conducted 
annually or biennially to assess thyroid anatomy and function, efforts are being made to 
reconstruct the doses to the thyroid that each subject received, mainly from the intake of 
radioactive iodine. Ultimately, it is es^eaed that risk coefficients will be derived from these data. 

NCI is cooperating also with Ukrainian scimtists and authorities to investigate leukemia, 
lymphoma and other hematologic diseases among Ukrainian cleanup workers (i.e., “liquidators'’) 
who were at Chernobyl during 19S6- 1990. This study consists oCtwo phases. Phase I will 
explore the feasibility of carrying out a long-term (i.e.. perhaps IS years) epidemiological study 
and will consist of investigations and introductory steps that relate to both the identi6cation of a 
suitable cohort and the clinical, dosimetric and administrative procedures necessary to implement 
Phase n. the study itself The intent oftbe study is to expand present knowledge both of the 
radiation dose- and time-response for leukemia in the low and moderate dose regions, and of the 
influence of dose rate on risk estimates. 

Agreements to implement these three projects have been signed by the U.S. and by the 
Ministers of Health of Belarus and Ukraine, and financial agreements to support these projects 
have been agreed to by the NCI, DOE, and NRC. 

I hope that the above responds adequately to your request. 



Bruce W. Wachholz, Ph.D. 
Chief, Radiation Efrects Branch 


2 
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9/25/97 

Centers for Disease Control and Prevention 
Advisory Committee on Energy-Related Epidemiologic Research 
Requests for Infomution on 1-131 Fallout Study 
Major Actions 

Bacl^round Documents 

6/1 3/90 Letter from James Watkins, Secretary of Energy, to Louis Sullivan, Secretary of 

Health and Human Services, thanking him for agreeing to accept the management 
responsibility through CDC for the epidemiologic research studies at the DoE. 
Docum«its of this arrangement are att»:hed to this letter. 

12/90 Memorandum of Understanding (MOU) signed between DoE and HHS outlining 

the HHS role in managing and conducting energy-related analytic ^idemiologic 
health research for DoE. This included the authority, resources, and responsibility 
for the design, implementatioii, juialysis, and scientific interpretaticm of analytic 
epidemiologic studies of the following populations; workers at DoE fecilities; 
residents of communities in the vicinity of DoE facilities; other persons potentially 
exposed to radiation; and persons exposed to potential hazards resulting from non- 
nuclear energy production and use. 

2/28/94 CDC Advisory Committee chartered through 1 996, which was established to make 
recommendations on strengthening the DoE research activities. 

2/8/96 CDC Advisory Committee chartered through 1998, 

4/??/96 CDC Advisory Committee adopted resolution that CDC should seek collaboration 
on alljiational and international activities in which results might complement 
information needs for CDC (for sites at which dose reconstruction is ongoing or 
planned). Activities of particular interest included ‘'the unpublished nationwide 
study of thyroid doses to the US public from 1-131 releas^ from the Nevada Test 
Site...” 

5/14/96 MOU between DoE and HHS signed, effective through the year 2000. 

Requests for Information 

5/1/96 Request from Mr. Connor on behalf of the Advisory Committee about NCI 

research activities involving studies of radiation exposure and health consequences. 
Request included: 

• 1990 Memorandum ofUnderstanding 

• 1996 Chartw for the Advisory Committee 

• April 1 996 resolution 

5/7/96 Document forwarded to Dr Fnujmeni for reply. 

6/1 1/96 Response to Ms. Burgoyne to mail to Mr. Connor, As it is not the regular 
procedure to request that responses be returned to the OD for mailing, Ms. 
Burgoyne assumed she had been provided a copy and sent the original to Central 
Files. Response included research activities of the DCEG, as reported by Dr 
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8/2/96 

8/2/96 

8/5/96 


8/12/96 

9/10/96 

9/U/96 

9/25/96 

2/27/97 

3/10/97 


7/30/97 


8/5/97 

9/16/97 

9/18/97 

9/18/97 


9121191 


Land, Radiation Effects Branch, DCB, activities were neither solicited nor 
included. 

Fax from Mr. Connor inquiring about the response. 

Mr. Connor’s second request faxed to DCEG. 

Note from Dr. Fraumeni to Ms. McClave, asking her to determine what happened 
to- earlier effort to provide information. Memo from Ms. McClave to Dr. Fraumeni 
explaining that earlier response may have been sent to a letter provided “FYI” to 
Dr. Fraumeni. Notes from Ms. McClave describing phone call with Dr. Land, who 
expected to develop a response. 

Copy of response sent to Ms. Burgoyne for mailing to Mr. Connor. Original sent 
to Central Files instead 

Dr. Land spoke with Mr Connor, who noted that he had still not received the 
DCEG response. 

Note from Ms. McClave to Dr. Fraumeni suggesting they send response direedy to 
Mr Connor. Response sent directly to Mr. Connor, apologizing for the delay in 
responding. 

E-mail from Dr. Land to Ms. McClave requesting that a copy of DCEG’s response 
be given to Dr. Wachcholz, who would append the letter to include activities of 
the Radiation Effects Branch, DCB. Copies handcarried that day. 

CDC fax to Dr Wachholz of the Advisory Committee Membership Roster. 

Letter from Dr. Wachholz in response to a phone inquiry by Dr. Smith on behalf 
of Dr. Jackson, providing a written status update of the I- 1 3 1 fallout report, 
stating plans to publish the report during FY 1997. Included a brief description of 
the studies in Belarus and Ukraine related to the Chernobyl nuclear power plant 
accident. 

Letter from Dr, Smith to Dr. Wachholz thanking him for his willingness to meet 
with the Advisory Committee at its December meeting to brief it on the 1-131 
Fallout Report. Dr. Smith requested the complete data base as soon as possible 
Letter from Dr. Wachholz to Dr. Smith explaining that the information will be 
released October 1, 1997. 

E-mail from Dr Wachholz to Ms. Duane explaining his recollection of events. 
Summary from Ms. McClave to Ms Duane of DCEG actions regarding inquiry. 
Items from CDC sent to Dr. Austin (forward to Ms. Duane 9/22/97): 

• Original MOU 

• Current MOU 

• Current Advisory Committee Charter 

• May 1997 Advisory Committee Membership List 

• Copies of Mr Connor’s inquiry, DCEG’s 9/1 1/96 response, and Dr 
Wachholz’ 3/10/97 letter 

E-mail from Dr. Austin describing her conversation with Dr. Falk at CDC, 
including a copy of Dr Jackson’s email after their conversation. 


Sometime after this, Dr. Austin received an apology from Dr Jackson for the “accusation” that 
NCI had “refused” invitations to discuss the study. Dr. Jackson could find no record that 
invitations were issued. This corroborated NCI’s assertion that no invitations were received. 
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Austin, Faye 


From: 

Wachholz, Bnjce W. 

Sent: 

Tuesday, September 1 6, 1 997 1 1 :49 AM 

To; 

Duane. Betsy 

Cc; 

Austin, Faye 

Subject: 

Your inquiry re "1-131 Stuff' 

Betsy. 



As best I can recollect, the following is the sequence of events re the inquiry re Tim Conners (sp?). 

Sometime last autumn Charles Land informed me that he had responded to a request from the CDC advisory 
committee for info on NCI radiation studies and that he had not included our fallout study. I don't recall whether he 
had included the Utah study, but I don't think so. As I recall, at some point he suggested that ! might want to send 
a followup letter re the fallout study. In the midst of everything else, I. unfortunately, neglected to do this - perhaps 
in part because both Owen Hoffman ( who worked with us on the fallout report, knows its technical content and 
background very well, and is identified in the report as a participent) and Lynn Lyon were/are on the committee 
and were/are well aware of both of the studies. (Dr Lyon was the original P.l. on the Utah study, but for a variety 
of reasons was replaced by the Dean, Dr. Stevens. Nancy Coleman, the NCI contract officer, or Dr Stevens can 
vouch for the reasons.) 

It was February (I think) when Dr. Jim Smith. Chief of CDC's 

Radation Studies Branch (and the Branch that is carrying out the epidemiology and dose reconstruction studies 
around the DOE weapons facilities, and the primary user and beneficiary of the advisory committee) called to tell 
me that Dr /Mr, Conners and one or two other committee members were irritated that 1 had not sent them 
information re the fallout study, and that they were considering a letter to very high levels. He suggested that a 
brief letter to him identifying tfie study (and other related studies), together with its j.tatus and release dale would 
be helpful. 1 replied to him by letter dated March 10. 1997, a copy of which you and others have. Dr. Smith 
subsequently complimented me on the letter on several occations. the most recent being early July. 

l have not had the time to search through stacks of material, so my next comment has to be qualified, but I do not 
recall having received or sent direct correspondence to Dr./Mr. Conners, nor do I recall receiving a request for 
information from the OO office. I do recall Dr. Land showing me a copy of his response, but when he recently 
asked if a could provide him with a copy, I was unable to do so. 

Paul Sloca, the AP reporter from South Dakota, In his initial conversation wtih me made reference to members of 
the CDC advisory committee and raised points re details in the report that could only have been brought to his 
attention by someone familiar with the report. 

The above is my recollection. I will start looking through things to see if any of the above either a) is in error, or b) 
can be supplemented. 

(You may recall that in early 1996, Owen Hoffman requested information from us that he might use in carrying 
dose reconstruction studies in the Oak Ridge. TN vicinity. (In recent years he left Oak Ridge National Laboratory 
to become a consultant for such studies.) Andre Bouville responded to him on February 23, 1996 with 
considerable information pertaining to the counties in Tennessee.) 


Page 1 
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DEFAXTMENT OF HEALTH &. HUMAN SERVICES 


Public Haami Serve t 


NMionat Inctnutas cf Meatib 
National Cancar biadtute 

Batbasoa, aaorylana 20892 


FACSIMILE TRANSMISSION 

OIVISIOH OF CANCER ETIOLOCY 
OFFICE OF THE DIRECTOR 


oate mim 

TO; Or. Wachhol 2 



FAX NO.: 


FROH; Pep Yasan 


FAX NO.: (301) 496-1297 


VOICE NO. FOR VERIFICATION; 


— — SPECIAL 

(301) 496-6618 


NO. OF PAGES (INCLUDING COVER PAGE) U 


COMMENTS: 

Do you have any comments on the proposed legislation* S. 1994 - National 
Atmospheric Nuclear Testing Compensation Act of 1989? Please respond 
"Tly 6:30 AH M ond ay- Sorry for the short turnaround; this was 

by Dotty Tisevich. Thanks. 
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TSANSKIITAIj COVtS SKSiT 


DATE:. ,S.b^hn - ■•— ■- 

to: 'hfii^cr 


Telephone ; 4/^ - ~? _ 

Faositeila ^z,t 

FROM: "Tyyny^ A 

Division ot legislative, OSJPL, NIH 
Building i, ?.og 3 244 
Tslephohe No.:496-347i 
Pacsir.ile Not 496-0840 

*;»****#***************** ***J^****^»***************^‘***********'*********' 


KWBBS OF PAGES INCLUDING COVER PAGE 
*********************************************************************** 

NOTE - PLEASE NOTIFY BK2:l SSOSIVED:' NAJIE /CtA /y,^ 

TELEPHONE ' ?</ 7 / 


PlxMJ fW>VC<>(y <VV)V)o'Le/>'t^ /yiyvui/ 

Q.odmTl/^ cru>^ 
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DtPAaXMENT OF HEALTH k HUMAN SEHVtCES 


Offict b( (h* S«a(fj«y 


WMhineiMi. O.C 2020t 




Office or TKe cgneral counsel 
L*gl«l3tlon DlvlsLor. 

F*»tu»iry J3, 1990 




TO I L(H) 




P^anc«« Whiter 

A33ocitt;e Cendtal Counsal 



SUBJECT: on S. 1994 — National Acaotphcrle Kuelear Toakiag 

Conp«n«scl9n Act of 19S9 


nt Office of Managenent and Budget has asked for the 
Oapartmant'a views on the abova-oentloned draft toeeodooony* report. 

In order that we may reepo.nd promptly to this request, 
please give your comments as soon as possible, but no later 
than JiSOoo, WJNDAT, FEE, IS toPAOL SPIBOEL Of this 

Oivlalon, who b« reached at 263-777} * *- 

Oral eonments ara generally acceptable . Extenelve 
comfuanta/ however; should be In writing (either a mark-up of 
the or a note) « 

12 you have an/ questions concerning thU referral/ please 
call our Loglslatlva Reference Service; 245-7750t 




V.S- D«p«rtaMnt tt Jaadc* 

OfftC# at LejJi!uiv» KtttXn 


OAm «i Omm4 


■WUit^W. MiJO 


Kanortblt Josaph Jt. Bldan^ Jd 
Cbalnan 

CiSMltcu on tha Judlatav/ 
ttnttad tuttas laiuita 
WaahlnytWj S.C. 34(10 

Saar Kr. chaimani 

tbla proOOara tbq vlaws of tha Sapartvant of Ouatico {^a 
'Oapartmaftt'; on a. 1**4, Uia 'Hstlonai Ataoapharlo iroolaaf 
Taallnj Oo^panaation Aot oj lids,' for U4 raiasna laL forth 
OaloVr V* mtxen^ly eppoaa this laoiaUtlon. 

ModaKd on Cha NaCional VrooIm fnjub/ Cespaiuatlon froyran, 
<3 C.ifCi II }0nxi-].4, t. 3Lf}4 propoaaa acroti-Uia-boarC 

paysanta to brood oatogoriaa of pardons vlthout rajtrd io vhathac 
tna indivlduaia irlchin thosa ostagorlas hsva (or hod] oondfttons 
probably and proxinataiy cauaad by iha totidni of U)« Vndtad 
stataa, file vast Mjorlty of parson# that voulo ba oompanaatad 
by ■• irP4 vers not Injurad by aaposuea to radiation. Purtnar, 
tna bill Inapproprlttaly provldat paysonta io indlvldiiiia Vho 
alraady obtainad vorkor aoapenaatXoo rtAadiaa. xoraovar« tha 
vtooina FTo^ran in tba Oialna court tiaa baan both prsblaaablc and 
axpenalVB. Znaofar aa S, ttti reliaa upon that bodai, It la 
anouabarad by a atruotura that la not vail auitad to tha 
afflolant oonpanaatien cf saz-ltorlaus elalaa, 

8, I>a4 would aaand fitla XXI of tha fubiis Raalth dervioa 
hot (U U.fiCi It leoaa-i itlSa) eraata a naw antltlasant 
prograa to penlt oartiin residanta of portiona of plahj Havada 
and Arlaona to racovar up to BSO,040 If they oontraotad apaolflad 
ditaaiai durlhd tha yaara lasi through lasa and i»4i. binsra 
asployad In umnlus einaa looatad In fodb Ifataf fruu it47 tv 
1971 Who centraotad lun^ cancar or Other aarloui cseplratoey 
dlsaaaa could racovar up ta 8ioo,aoo (fiaOtisn 3], A group of 
apaolal naatara appolntad by tha Clalaa Court, wbl'sh la an 
Artlcia X court, ui 3e t/.S.C, |i7i(a}, vould datarulne initial 
adjuaieitlctiv on patltlona for oonpanaatlon. Th* nHi nooa not 
ramlta that causation ba danonstratad batvaen exposure to 
rediatlan 8nd any subsamantly davalopod aaUdy, or that any 
local theory of 1 {ability on tha part of tha Onitad 8tataa ba 
aatlafiad (Alfsujli avldsncisry proof. 

<> 1994 vvuld iapsaa an 'arbitrary and oaprloieua* atandsrd 
for raviav of ipaolsl caacar deolflona by ClaiBS court iudcei, 

T8ia raatrlctlva aMtidatd of ravlaw Oould present Oonatitutlonai 
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ai«ioulti*< by VibfW# lijnWlclM abfibiw*; *uuwritt in • n«v 

6l«M cf «R« n«iei>*r Artiol# t A»i«l« *xx 

ivAH$i Mr Sxeaotlw* branch offloata aubjaet to the direction of 
the Pvtaidant. Altheosh th* bill would parwlt Artlola X and, 
•vw/itudllyi Aiticle :ii JudocB, to review th« deolflont rendtr*,! 
by the eptolal BBetare> their review would be ehatply 
flirouneeribed by the arbitrary end oeprieleoe etendern, end in it 
unoleer that thle teetrioted review power would beet ■ - 

oooetltutionaV re^lr*»*nee- 

She bill eleo raleee the related lean# of veitinui In 
DToaoiad eubeectlon »iaJ(«)« appolntoaht and for-cau.e resovai 
fflrlty over the epeolil ia.tera lb th# ClalM Court. The 
zeitrlctlve atnndord af review for apoolal peetera 
deterainatlona provided In the bill vouldi In our view, invert 
the apeoiel aaatara with 'elgniflcertt authority purauant t« the 
leva of the Ohlted BUClSiai v. Yalaa, 

(leva)! and eecordlngly require Wet their eppolnteent end 
reBovai be oonaletent with conetitUtlonel provlaione governing 
'Offloere of the United statai.* Tha Appointnenta ciauja Jf tho 
Conatltuttoof Art. Ilf eee. *< «!• *> veete Congroee wlW the 
Authority to prevido tot tho Appointwonfe 0^ Inforior o^sla•ro of 
the vnlted Stetae by 'the Preeident alone. • • .the COUrte of 
Lav, or . • the naada bf oepartaenta.* There le e eubwtantlel 

auiatisfl irtigthaf tfia ClalM Court/ an Artluia 1 tribunal, in e 
3^«t] Of wv' vlthift the MWiifl of too Appointiafttf ciwaa. 

et. e.riiaeVer (it«eno n t;lc etinla at Aaerice. Ino.. V, fnteonoiltx, 
T^. '"via rrld^MT. 8a4-<8 (»W eir?) (eh lUnc) fupMidlng"" 
ooneeleatlonality of flongteebionel dMlgnetion or IrtloXa III 
ludgqe to Mleot end appoint eagletratee under the 
MlOiatreliW Act), oert. penied i dfj V«fi IH flPll) > Adoordlngly, 
we doubt whether, cone li tent with the Appointsenta cieuae, the 
eielae court «ay be Invaated with power to eppolnt end reeove 
euob orrleere, or th»t euch efficere bey be Ineulated fxoii 
resovni by e for-eeue* reeowel reouireaent. 


In addition to three oonatltutionel defedta, the bill le 
fufldMintdlly fliwad by ita very ptableai that a jjWAl »e“a“y 
penlttlng a preferred elaet of eiataeaea to avoid tha prt^alena 
of tha Pedewl Tort eialaa Art (•PTCA'J ehouid be enaotad when 
evallable eoientlfls evidenee doee not eupport the eonoluelon 
thet aany oanotrp have been oeaeed through the governaent e 
AtnoephSlo Atobid Teetlng Progrea or ltd eotivitlee with regard 
to urenlua alnere. , 

aubitot to cerefully defined ewoeptlone end exeluelona, tha 
Pvderel Tort Cleiaa Art provldoe e eouplete end oonprehemlve 
dMttt r»«edy for poreonel Injury or vroneful death oleiae caUaed 
ky the neulltenee n» wrongful nnnduot of governaont poraonnol. 
a. i»M oobpletely dieregarde thle ganerelly applicable .reaedy 
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»n<* *n«ot» * retftlii* it thgaiiita liability without faqulrlng proof 
of altnar e«u«atXan In ttat ar p»ximata fcn tha Injury allagM. 

Ontiax till rm, *Ji«MU*y not aria* by virtu* *ith*r 
•f Unit«l et*t*a evnnrahip of hn inbarnntly danfaroo* eaaaodlty 
or preparty/ or by anjafinj in an 'axtsa haaardou* activity',' 
hi^lahitt V. t'nltaa ttataa, lia u.d. IS, 4B (iissi. la 
rtcoiltiitian ef Ch* uai^iu* govtrmanttl natur* of cartaift 
aotivltlaa and dtoiaiona, aattara which ac« disomtionary 
funotlan* nay net lor* < blfts af liability, 21 o.a.c. 

I 

Baoausa p«raoR* outbid* th« auhjaet elaaa vbo have alaiUB 
agalnat the united Stdt** alsdlsr to thoaa within th« dlaai aay 
purau* than under traditional thaoriaa and )>y traditional 
Vdhiel**, va aao no 4«»on«trahla reaaon to prevlda for an 
alt*rnat*/ automatic roaady mor* favoraiola to putativa olaia- 
a«ab«f Blalntifft than that providad in all otbar litigation 

undar tna rodoral Tort dlaimo hot. 

ih« types of clalea asaartad in layauits agalnat tha Onitad 
stata* und«r tha yadaral Tort claim* Act aro a* broad aa tha 
r«aoh of tha f*d«ral govarniD«r,t'a aotivitlaa and oparatiena. Th« 
*x«isption9 and vxclualcna to that Act «ypraas tha CongreBaional 
rtoognition that thara suat ba raaionahi* lisita to tn* 
taxpayer*' burden of paying to pay el*iaa. Sapaoially in vlaw of 
tha i*aa*thar,*oiMpalllhg avldano* to support ehangs, wa hallava 
that tha traditional rtCA r*glaa (and, vhir* applleabla, worhan' 
eoapanaatlon) •nould apply to fih* subiagt* of a. its* a* th«y do 
for any othai’ tort «l«la* enat could Ba aaintainad (galnat tha 
Onitad Ctata*. 

Thara la no currant juatificatlcn for tha diaparat* 
tmtaanc of lagally and factual iv tiBilcr olaUst. This is 
gfofoisiiy tha eaa* bodiUit thd iunusuhs covered by th« bill arc 
r«lativ«ly coamon, and tha avidanca of haro oaua«d by Icv-laval 
axpoaure to radlatian falls far aihaft af ddaenotrating that 
aiynifleant nunbata of unootipanaatod Injurioa hav* oocurrSd , 

*<S,C0C paopl* in th< Onitad stataa will ba diagnoetd as having 
s«Rc*r this ya«r, if akin dSAdSf is alas esnaldgvod, tha cancar 
diamas*a snticlpatad thla yaar incraa** to nearly one and or.a- 
balf alllion,' 'About 7S million Amariaana now living will 


^ A.torican Cancar Booiotyi IIJS CAKCtt) fACTS S flOUMlS, 
Aa*ric»n C«nc»r society at 1. th*ao a*tiaat*a ar* baaed upon 
inoldanoa rata* from the National Canoar Xr.afcltute SSEH frocraw 
(ie«3-i«i<). ^ 


© 
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4V4ntvMlXy h4v« c«Act«ri AQcor^in^ to pft44flt trit«4« 
dv«r iht y«av«« <tafus*r viil HtHU irt XhtU dUC 
tvit <«alil««.*2 


A4cn«Mfh ionliinf radiation ii tho Boat ortonflvoly atudlod 
Avoutn earoinooonf' it Lm toiU alonifiaut •« < couM of eanear 
vhon vi<v«d in saoearioen vith ofcnor enrclnoyona. xn t«et, th« 
notional ruatltutoo ot Hoiltn ftovo dotaminod thot 'fljoao thin ' 
at at Wio n»8> B*n«o» hufdon aon bt . . • ittribMltd ti IdbttlT^ 
rodlitlon *«fo» tiituMl aaureo* oyd huaon ietlvttloo, OMoorod to 
•round Jot *«r toboooa (flailna. •’ Of th* ianixlny ridlatlon froa 
notUfil oourcoa aM hu»*n aotlvitlo*, about i.St 1$ attribottblo 
tt ntMophffif wo*fnn>* tt*to (aursont taatind iy countrloo tueh 
o« Xndlo; Chlni *na froneo wtiieh or* not t*oi-b«n trooty 
• lonatariaa) . and onntlnulna fallout fron th* toatlntf uhlch 
oaLrrod in U* iH«i AM Wida.* 

our a«at- 4 afinltlv* Infomttion about tho hoolth offiota of 
rtdlttlan t» dorlvod fron tha ffaponao* atoalo bopb aurvlvor*. A< 
tha Ifatlanal Xnotituto Of Koalth Mo notod, aaono i.tii MOB boob 
«urvivox^ vho W4r4 «xro4^ td hl^h i4V*l* rtaiaiion^ 
vara 4»< ooncar dattho ftoa ISSO to W7I, vbaa only H5 dootha 
would ba ii^ootad, a diffarantiai of 34 p«f ponti* Bat< oaon* 


a xdi 

a B. soHOWfurtte and r»AVW!<l( cahcsr ipioraiotddif M*d 
PRCVIMnON { 13 « 3 }| At ail. 


* MSKi •nasart ot tha MAtlonal inatitutaa ot Xoalth id hs& 
UarHlnf dtoUb to davalop KadJoapldaeilologlcal fabloa#* f'.ii 
(altiau A. jiiauaH and f, hlfwn, -mo contribution af lanlalna 
Ptdlatlon to eanoof fcortallty in tha unitod atjtin.' tX . «U .t )tt U yM 
t ^^dlaina aiai«-J23 (lOAO) . 


E Katltn&l Raooatoh Counoili OTho afftdt on populatlOni of 
][jfp^0iix4 to 1/ov X^vala of Xonlrln^ Radlatloni 1010 fbfZB XXt) * 
At *3. 


* niH, AUEJ3I, at p. 13 (eielBd «. »TO And m. acmUL, 
ffcudiaa ot tha HortAllty of A~Bo9ib durvlvors.' BadlMian 

Raaaaroh AOlna-UI (Itit)). 

(D. 



«ui*v{vflc« who wora axftoaa^ to lovolaval ra^la^ion* faway canoar 
daatha than vou3lo noirwall/ ha owpaotaO vara cihaairva4* ' 

S. S«t4, aa tt psrtaina to tha aoaOBllad *4ovnwUi<l 
raaiOanlia,' la LaaaJ upon tha funduontalr kut intupp^fmt(, 
praalM tuatt 

<aUout aaifctad Ourinj tfta eoVanutont'* 
akave-Mound nuoliaf t*4ta In Kav*4> expastd 
oiviliana Wfti llvad in th< llewnvliKt k<f«et«d 
i,A Kmdi, DLaii, anil ftrlsoiM t« 

vakiatlon that aanarat«<5 an avaaaa ef oancarl 
aaonf thaaa oivlliank.* 

Tha neat raeank Hatlenal Canoar Xnatltuta dots pukllahao in 
tha Aaaxioan Journal ot Epidcslology plainly «ho« tkat tha 
tponaort' praaioa la arronaoua.* on tha oofitfary, tha Kafcional 
Oancar Xnahlcuta raaaarohora found 4 aljfnlfleantly lovax oancar 
Inoldonoo dn tha valavant oaopraphloal araa< 

8van altar eorractlon far dlf/aranca in 
kaaallna oancar tiak katwaan Msraon and non' 

Howtona, oanear mortality during I*«1-I99d/ 
l.a,, n-a» yaara*® aitor tha haaviait 
fallout dapoaitloh in ItlS, vaa aignlfiotntly 
in I^HaK (tH* Atr4« n«4r«4t 


’ Ida 

( Saetion 3 ( 1 ]. 


* t> 4 . Naonado, d.t< t^uld. and r.W> HcXaVj •Ctnaar Kortality 
and hodloactiva fallout in doukhvaatam Vtah,* Aaartcan Jeumai 
a« fyldaaioloov. Vsl. 139 , He. 1 , p. 44 . 


'pfia ganartlly aocoptad hlnipua iotenoy Baried (tht tlH 
pariad botvaan radiation avpotura and diaadoa dltgnotid} for 
eancari ethar than louStanla la B to 10 yaaroi Conoara diagnoaad 
during thla period batwaan axpoauro and dlagnoala ata aaauaad to 
a. i.nraiatad to tha radiation axpoaura. ThUB. tha ttaclonal 
cancar Inatituta atudy appropriataly oonaidarad only oaaea vkioh 
vara diagnsaad it to >7 yaara after axpoaura. 
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th< l»«v«4«.T*»S thta ij» <A* r«s-t ci 

th« 

Thiv i« cisji»i«t«nfc vifch aarli^v iitudi«c vhlah 

tht IncidtAc* thyjrald flaiMta* tattnf •tiUitran 
IWinj nor' iM t«it tie* v«« taut ta« LnelAtna* uana 
ohliar*n aiAlijally *xp<>i*i t« xadlttisa ta« C4(t «te*. 
according to A* ifatlona! jicadtay ai talone* Btit It! Mportr 

tv* «toup4 of enlldx*A on* fxoup «0 },«*! 
roiidinf In « aifh fillsMti droo of 

Ut^a Aitd UmvtiXt 4nd AKOta«r ot 

In * KinluAi r«iiout «r«4 or Arlion* evxln^ 

th*lr Intiunoy »ni airly ehildhood ** v*r« 

09mpgir«d by Rdliian aiKt co>vorlc*r» for 
«vld«nc*'of thyroid dioai*** ftoni^ 
iu«t>l«ra* v«r* «bc«rv«d in • txpoaod *ftd 10 

n 9 n«x]>o<*d chiliran. two caxcitvoona v*r* 

§ und, but Orly in the nonoiipoted children, 

•ao yaaro a«*r eho fallout period. 

An iftsrete* in lauhaaia «ban<)f 74*idant« in the Utah oaunelaa 
naoraot tha teat alt* baa kaan dat«ct«d. Howovar, tha 
AMOoiation of thia iaeraaaa with fallout aasosura 1* auipaot 
haoouaa that* voa * ceaxiatant incyaaaa notaa in c type of 
laukaaia unraletad to radiation ajcpoaura. ttoriovar, thara wa* a 
Vlallar incraaaad laukaaia ineidanoa vhioh oeaurrad svan prior to 
the «»a of tha Jiovada Tail fita, Aooorditiyly, tha pik ttMrta 
odncludM Out obiarvdtiond sUu^rate th* poksibilltv of i 

Uonarally alavatad loutasia riah in aouUioaotam Utlh, unrilatad 
to fallout anpooura-'l* 

An Inoro*#* in childhood lauhaal* *l«o waa dataotad, tut tha 
raaaarehar* noted *thct thar* vara only 11 childhood death* froa 
laiihaaia lo ecuthatatorjj Utah durinj 1450-lssO,* which they 
rai^ardad aa 'unrosarkabla in tarao of rata* let Utah as a whole,* 
Tha OMpOvt* alio gav* a nuohar of rttaona for oautianiny ajainat 
tha *»*u»ption that tha inceaaaa wa* attributabl* to radiation 


lit, at 33. 


'in* sifanta on Population of zppoiur* to low luvalt a: 
loniiinq Sadiatloni isto* (stIK X:t), Kational A 0 *d*ay praaa, p. 
394. fhi* ftvidy 1* now boinc updated by the otidinal 
lRV«Atl^*tte7« At thtt UnivarAity ot t/tAh. 



Kachad«< ij; >i.i > 4 t 85* 
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•xpe«ur*t^^ Th<i«< «l>* «o»t eur»»nt dab* de nc« «upp«!ft thd ^otl<Jn 
that on •epldtala' oaourradi tadoed; with tha paaaibXc axoeption 
«f ahildhood l*a]c»ml«, «)♦ a«t« »hov 4fh»t «>«t* w»» • •Ub.t.nli*! 
i*<nmm** in canear incldanea. 


<lownwin4«r» «e;n}>»ii»*fci«n tmd«» ». J.»»« vould 
danand mjmvb *«'y arJt.arlai {i} ♦»!* ejAlMUlt itV«d In 

ea»t«in oountia* at Otah, savada* ar a>rlaon«, <3) fuflnp 
eartidwlar tiia tarlola, and (B> tantraatad a opoeldla diaadooi 
»haaa oanartl erltarla would allow tha cospanaatloa of pataona 

vho** dlMdaai »r« probably uftMiatad la tay vty (»*ttlao aaida 

avan a proxlaata cauiatlan ataftdard) to any aaaartad ttdiation 
oveoautB*. rof aaamcla, tto orltarla aapta#*!/ would pstwlt 
payaant of coapanaation to paraona who hava *“^*^5^* 

Mval^a. Aooordlng to tna Rational inatltutaa of Rtalth atudy, 
whtsh w«a aondatad by donoraaa vindar dootjon ’('’J tha orphan 
BaMo Ret of danuary 4, isaa (puto.l. So. »J-414); tha ralatienahlp 
bctwaan aultjpla ayalona aod radiation ahpoauta ia da»o»ibad aa 
'uncartaln* and doubtful.^* 


*ha aritarla alao would allow eoimaniation of poraoaa who 
dontractad IUM, fasaia twait, atoatoh, «lo"< aaophaflaal, and 
urinary itaet canear, raflardiaaa of tha sadlation dota thay 
«o"lvid: Tha SW atudyT which wa. int-ndad by Co^raa. to 
^afttify tha aiaooiatlon «f canear **fi”"2iJtId*to^thi”iL 

danonatratad that thaaa frtna^tair litt^lelnltv 

d 494«4 by whd llv#4 iji th« t*»t lit# vicinity. 

Ivan aaauliins tha axas^aratad doaai ealoulatad * 

eoisaultaht in tha filfln litigation,*' a cauaal rala-lonanip 
Ltwaan thaaa dia«M« and th» elaintiffa' aaatrtod doiaa la 


11 UU, at *»• 


It sapoft of wa Rational inatituMa of haalth ad uoo 
RorblAQ droup to Bavolop Radioapidaniolodl®*! tablaa, Rational 
fnatitutaa of health f- 


1* BM tofarancaa eitad in tearieoh Jouwtl of fpldaoiaiody, 
aupra . at 4d. Aha ftldS, h.a, Anayaugh 

»Hlitoricil Satloitoa of fxtornal Oaaaa Pwpoaura and eollaotlva 
sxtamal daaaa ixpoaura froa taating at tha Ravadi Tilt aiti,' 
Ha.lth PhyoLac. Wol . il, Ro. I, p. SB. 


17 Tho doaaa oaleuiatad by piaintlffo' oRuort witnoaa, John 
dofiMin, and by th» athar axporta arc notad in illRfi UtUlM 
atAtt*, a** f* R“pp* >*7, 4»a (iai4)> 
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iaptofcaSlo aoootdino «« «fto kih attud/4^* Ihla Id too vary study 
Mndatad by don^««« to stnstno tos axaet i«su«4 ralssd by s. 
W»«. 


Vbs atlitrlM. al«« taka ns aoeount ad ssirs ^tauaibls 
pi-UxlmAkm ekiint 6i di$tAM*i lUdX II lUAQ Uii ddlU eiMIV. ' 
ihus, a baavy awokar/ fradiipoaad to 1 uti« canear, and a parson ' 
vitb a blfb lat-lrtf llta* *Mi psaWspasad ta aaian aanaas, 

eould tha aasa paysanta as any othar aaabar of tba jroup dafinad 
by tba bill, IrtasBactlvs el tha Isprebobla prosiaata 
yaiatlanahlp batwaan thalr radiatian desas and tha partioulab 
dlsaaaas that thay hava eontrootadi 


tha erltarla alao are daflolant In pdiialttlnd no tnalyiii ol 
a Bl*lB»ftt'a iltancy parlod aa t>js tins period bsfcstisn radiation 
axBosuta and diaaasaa diamwiaa*, dueh an analysis la typlaally 
asaful baesusa csnossa, charsctarlssd by latanoy periods wnlifi 
ara slunlf Itantly shortsr or lonaaf than obsatuad nlnlaua or 
aaxlsua latancy pai-loda, art probably not ralatad to radiation 

txpudurt and iniuld fe« akdludad )»i«d uptii riUtoia ^itniUU 

Usla. In ttet, on tha baali of ntmsroua apidaaiolo^lcal atudias. 
tha MXH Btiiiiy dunaludsd that einaard (athtP than liukuia ud 
:bona oancar) With latanoy paricda Imb thin fivi Vliri wara not 
'oausad by radiation aopoaura.** This rafLaa atanda In contrast 
to that eontalnad in tha bitlonil vaoolna tnjuxy dospanaatlon 
brogxsn whloh aats out a tiaa period batwaan vaoolna 
adilnlakrsBiBn »ft tha anaat SI tha first ayaptra a» aanlfastatlan 
«{ tha ditalaa. 


IB lusBiyy, s. 1991 vould Mitslt eobpiniatien tdp oiheiri 

whoaa esuaal yaiatlonship to radUtlen ti dubious, tha bill's 
erltsrii would tUow avird* whsrt tha dosas art probably too low 
as eausa aost of tha eanoats apeoifiad Is ooapanaabla, acoordlng 
to the Oongraaalonally-aandstad »tH rajjort, Vha orltsrls taka no 
soaovma of acre pleualbia oanear-eauatno lyants. auoh aa tobacco, 
trhay patalt no analyala of latanoy narlods, which would raliabty 
laaiata osnoara unralaUd to radiation awpoauraa. 

Vndar S. 1»»1, a pstitionar would be sntlfelad to 
uuuyv/issUluii upon a flndlny Son tha record aa a whole that Uia 

r atltlOMB hoo shown too aottero required under suboeotlon 
I4l(a3(l).' Thora la no standard Of proof sat forth In tha bill 


MBOrt of thi UltiOMl iBStitUtll 8f Rlllth M Boo 
Working atoup to Oavalop nadioapldaalolcjioal Tables, it pp, m 
It IMr 

” IjIj.. It M* 
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ttftd Bar wy raouirwant for • filing ct eauMUon. 

EVBB tte llaatOMl eailda-xxt Vaooln* Injutr Cy«^«n.aUon Prog»s 
r*gulr«« t»«*« flndtag* to aupiiott oo«p«n*Bfclo» aw«rda. 

Th* BpoaMBt ratlanal* for providing apafijl ooMonaation to 
alnoxfV «nn voeXafi in •£} ftritdjle i^uKrUi »h« tav* 

Whon'^y • portian of th* uraBluB alBod in tho** during 

Sat tia* M?Ie< WB u»«« “« nualaar vaa^na pragraa. 

«^b •bit**# v#rk#*f #tni 0 i »iXi# 

Mm»Mi«*a» aviilBBia *ot ainara- iBjurlaa o« «i« lo» including 
”S!!lui« "latid injurio*. in ahort' th. «la«a alraady Juv. . 
jctatiy tM#. 

<Mifi kill*# arit^ri# #tej»#n##binf bh# uranlu* alAdvd^ 

Uka ttS “it.?!; for <.<«p«n.attSg tho.a’all.godly ,x»o*ni to 
l.llouti oontain «a provl.ion for aiMlyting loetnoy porioda. 

TBui, a aloor with •*^long eane.t latancy poriad of on* yoar vould 
bo eild d.«oit* th. cl.«r .eiantlfio oooaanaua that ao abort a 

ftn4i«t f»n«*y v« 9au«4 sy rUti.lsni 


a 1**4 alaa would ooBoanaata ainajjl wto* hav* eontraot^ 
*othaz'a.rioua raaptrotory dlaaa*a<ij fb* )l*t*cn*l Aotdoay 

61 aeidnea miix iv licnsitt** raviaw 6t wi* aplaaaisiaciMi 

atudi*. wbioh h*v« oonaldorod nonwalignant r.apiratery diaaa.a* 
m;;. SinarrMwaal. that tb. atudi*. ar. incoMl.tinl in tbair 
lining., plaguod by inoufflciant data/ and do not aaaaaa 
affaota of othar hawatul agonta to whieb ainar* ara axpoaad. 


at (astlon i(i)‘ 


Rafort of tba Mational fnatitutaa of Baaith ad KOO 
Ifgj-jting drcup to Dovalop Radloapldoalologlcal Tahta./ at< p. 09. 

39 subooction 3l43!c) <i) (*) (i^> (7J1) . 


33 oHaalth Blakn oS aadon and othar fnkomalt 
iLlpna-ralttora' (OM*. *V) , Mational acodoay Rroea 


4>9-t9. 





pp. 
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In Biuirt, «« am Hfevonfly 0 {i|uu«»< to •> Ittt lA It* Ourrtnt 
<an* booaust it would ootoblloh a bread/ tinjuotlfiad/ and 
. •xponolva anfaitlcftont pratfirtn M(«d upon '• .QX«ta« Court nodal 
Mob baa fluffercd irba vlgaificent prtcticftl preblwa*. Koroovax, 
ttia «aeX*l«naaM!cinf vtrudtur* e< B. 1»»4 BtUu «4»l4Ud 
Bcnitleatlsnil (|u<*tiaiit> W4 ippiftdittd J^dtu! ddhdldti^dtion of 
our vlowt. 

vha orrloa oc nnaoasant *na BiuimC Mt «dvl*M tlue Utro 
1* Ro objaotXeii to th« praoontttion of thiw coMrt *nd that 
anaetaant af t, 1*14 would net ba in aocard with tha pro^raa at 

tha rraaldont. 


Blnoaraly, 


■ruae C> Bavarro 

Astlnf A*«l*tant Attemay Oanaral 
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U. S. Oepirtmeat of Justice 


M'uAmx/m. OCXS jo 


Honorable Joseph R. Blden« Jr. 

Chainaan 

Conaittee on the Judiciary 
United States Senate 
Kashington, o.c. 20510 

Dear Mr. Chaiman: 

This proffers the vievs of the Departacnt of Justice (the 
''Departaent'X on S. 1994, the 'National Atnospherlc Nuclear 
Testing CoB^dnsation Act of 1989.* For the reasons set forth 
below, ve strongly oppose this legislation. 

Modeled on the National Vaccine Injury Conpensation Program, 
42 U.S.C. SS lOOaa-10, sea'.~ : s. 1994 proposes across-the-board 
payments to broad categories of persons without regard to whether 
the individuals within those categories have (or had) conditions 
probably and proxiaately caused by the actions of the United 
states. The vast majority of persons that would be compensated 
by S. 1994 were not injured by exposure to radiation. Further, 
the bill inappropriately provides payments to individuals who 
already obtained worker conpensation reaedies. Moreover, the 
Vaccine Program in the Claims Court has been both probleiaatic and 
expensive. Insofar as S. 1994 relies upon that model, it is 
encumbered by a structure that is not well suited to the 
efficient compensation of meritorious claims. 

S. 1994 would amend Title XXX of the Public Health Service 
Act (42 U.S.C. SS 300aa-l SSSL.) to create a new entitlement 
program to permit certain residents of portions of Utah, Nevada 
and Arizona to recover up to $50,000 if they contracted specified 
diseases during the years 1951 through 1958 and 1962. Miners 
employed in uranium mines located in four states from 1947 to 
1971 who contracted lung cancer or other serious respiratory 
disease could recover up to $100,000 (Section 3). A group of 
special masters appointed by the claims court, which is an 
Article I court, SfiS 28 U.S.C. §171ta), would deternine Initial 
adjudications on petitions for compensation. The bill does not 
require that causation be demonstrated between exposure to 
radiation and any subsequently developed malady, or that any 
leqal theory of liability on the part of the United States be 
satisfied through evidentiary proof. 

S. 1994 would Impose an 'arbitrary and capricious' standard 
for review of special master decisions by Claims Court judges. 
This restrictive standard of review could present constitutional 
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difficulties by vesting significant decisional authority in a new 
class of officials who are neither Article I judges, Article III 
judges, nor Executive Branch officers subject to the direction of 
the President. Although the bill would pemit Article I and, 
eventually. Article III judges, to review the decisions rendered 
by the special masters, their review would be sharply 
circumscribed by the arbitrary and capricious standard, and it is 
unclear that this restricted review power would meet 
constitutional requirements. 

The bill also raises Che related issue of vesting, in 
proposed subsection 2143(c), of appointment and Cor-cause removal 
authority over the special masters in the Claims Court. The 
restrictive standard of review for special masters' 
determinations provided in the bill would, in our view, invest 
the special roasters with "significant authority pursuant to the 
laws of the United States," Buckley v. v»l£0/ 424 U.S. 1, 126 
( 1976 ), and accordingly require that their appointment and 
removal be consistent with constitutional provisions governing 
"Officers of the United States." The Appointments Clause of the 
constitution. Art. II, sec. 2, cl. 2, vests Congress « 1th toe 
authority to provide for the appointment of inferior officers of 
the United States by 'the President alone, . . . the Courts of 
Law or . . . the Heads of Departments.' There is. a substantial 
question whether the claims Court, an Article I tribunal, is a 
'Court ri of Law' within the meaning of the Appointments clause. 

Cf . PacamaKer Diagnost ic clinic of Amerjoe , v. Intyomed l X ^ 

T^. 725 F.2d 537. 5<l*-45 ^to Cir.) (en banc) (upholding 

constitutionality of congressional designation of Article III 
judges to select and appoint magistrates under the Federal 
Magistrate Act), cert, denied, 469 U.S.- 824 

we^ doubt whether, consistent with the Appointments Clause, toe 
Claims court may be Invested wito power to 

such officers, or that such officers may be insulated from 
removal by a for-oause removal requirement. 

In addition to these constitutional defects, the bill is 
fundamentally flawed by its very premise; that ? 

meraitttog a preferred class of claimants to avoid the provisions 
ol tofFeleral Tort Claims Act ('FTCA') should Je enacted when 
available scientific evidence does not support the conclusion 
?hat Saiy caic«s have been caused through the 
Atmospheric Atomic Testing Program or its activities wi g 
to uranium miners. 

trsi s ™ 

S. 1994 completely disregards this generally PP 



381 


and enacts a regime of absolute liability without requiring proof 
of either causation in fact or proximate to the injury alleged. 

Under the FTCA, ^liability does not arise by virtue either 
of United States ownership of an inherently dangerous commodity 
or property, or by engaging in an 'extra hazardous activity'.* 
Dalehlte v. United States . 346 U.S. 15, 45 (1953). In 
recognition of the unique governmental nature of certain 
activities and decisions, natters which are discretionary 
functions may not form a basis of liability. 28 U.S.C. 

§ 2680(a) . 

Because persons outside the subject class who have claims 
against the United States similar to those within the class aay 
pursue them under traditional theories and by traditional 
vehicles, we see no demonstrable reason to provide for an 
alternate, automatic remedy more favorable to putative class- 
member plaintiffs than that provided in all other litigation 
under the Federal Tort Claims Act. 

The types of claims asserted in lawsuits against the United 
states under the Federal Tort claims Act are as broad as the 
reach of the federal government's activities and operations. The 
exemptions and exclusions to that Act express the congressional 
recognition that there must be reasonable limits to the 
taxpayers' burden of paying to pay claims. Especially in view of 
the less-than-compelling evidence to support change, we believe 
that the traditional FTCA regime (and, where applicable, wor)cers' 
compensation) should apply to the subjects of S. 1994 as they do 
for any other tort claims that could be maintained against the 
United states. 

There is no current justification for the disparate 
treatment of legally and factually similar claims. This is 
especially the case because the Illnesses covered by the bill are 
relatively common, and the evidence of ham caused by low-level 
exposure to radiation falls far short of demonstrating that 
significant numbers of uncompensated injuries have occurred. 

Kational cancer Institute data illustrate that approximately 
985,000 people in the United States will be diagnosed as having 
cancer this year, if skin cancer is also considered, the cancer 
diagnoses anticipated this year increase to nearly one and one- 
half million.^ "About 75 million Americans now living will 


^ American Cancer Society: 1988 cancer facts & FIGURES, 
American Cancer Society at 3. These estimates are based upon 
incidence rates from the National Cancer Institute SEER program 
(1982-1984) . 
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eventually have cancer; about 30%, according to present rates. 
Over the years, cancer will strike in approximately three out of 
four families.'^ 

Although ionizing radiation is the most extensively studied 
human carcinogen,^ it is less significant as a cause of cancer 
when viewed in comparison with other carcinogens. In fact, the 
National institutes of Health have determined that *[l]esa than 
3% of the U.S. cancer burden can be . . . attributed to ionizing 
radiation from natural sources and human activities, compared to 
around 30% for tobacco smoking. of the ionizing radiation from 
natural sources and human activities, less than .03% is 
attributable to atmospheric weapons tests (current testing by 
countries such as India, China and France which are not test-ban 
treaty signatories) , and continuing fallout from the testing 
which occurred in the 1950s and 1960s.® 

Our most-definitive information about the health effects of 
radiation is derived from the Japanese atomic bomb survivors. As 
the National Institute of Health has noted, among 6,035 atom bomb 
survivors who were exposed to high levels of radiation, there 
were 498 cancer deaths from 1950 to 1978, when only 323 deaths 
would be expected, a differential of 54 per cent.° But, among 
survivors who were exposed to low-level radiation, fewer cancer 




^ D. SCHOTTENFELD and J. PRAUMEKI, CANCER EPIDEMIOLOGY AND 
PREVENTION (1982), at 231. 


^ NIH: "Report of the National Institutes of Health Ad Hoc 
Working Group to develop Radioepidemiological Tables," p. 13 
(citing S. JABLOH and J. BAILER, "The Contribution of Ionizing 
Radiation to Cancer Mortality in the United States." Preventive 
Medicine 9:219-222 (1980). 


^ National Research council: "The Health Effects Of 
Exposure To Low Levels Of Ionizing Radiation": 1990 (BEIR V), at 
18. 


^ NIH, supra , at p. 13 (citing H. KATO and KW. SCHULL, 
"Studies of the Mortality of A-Bomb Survivors," Radiation 
Research 90:395-432 (1982)). 
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daaths than would nontally be expected were observed (although 
the deficit was not statistically significant).' 

S. 1994, as it pertains to the so-called ''dotimwind 
residents,* is based upon the fundamental, but insupportable, 
premise that: 

fallout emitted during the Government's 
above-ground nuclear tests In Nevada exposed 
civilians who lived in the downwind affected 
area in Nevada, Utah, and Arizona to 
radiation that generated an excess of cancers 
among these civilians.^ 

The most recent National Cancer Institute data published in 
the American- Journal of Epidemiology plainly show that the 
sponsors' premise is erroneous.’ On the contrary, the National 
Cancer Institute researchers found a significantly lower cancer 
Incidence in the relevant geographical area: 

Even after correction for difference in 
baseline cancer risk between Hormon and non- 
Mormons, cancer mortality during 1964-1980, 
i.e,, 11-27 years^® after the heaviest 
fallout deposition in 1953, was significantly 
lower in southwestern Utah {the "area nearest 




® Section 2(1). 


S.G. Machado, c.E. Land, and F.W. McKay, "Cancer Mortality 
and Radioactive Fallout in Southwestern Utah," American Journal 
of Epidemlolocrv . Vol. 125, No. 1, p. 44. 


The generally accepted minimum latency period (the time 
period between radiation exposure and disease diagnosis) for 
cancers other than leukemia is 5 to 10 years. Cancers diagnosed 
during this period between exposure and diagnosis are assumed to 
be unrelated to the radiation exposure. Thus, the National 
Cancer Institute study appropriately considered only cases which 
were diagnosed 11 to 27 years after exposure. 
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the Nevada Test Site ) , than In the rest of 
the state. 

This finding is consistent with earlier studies which 
demonstrated that the incidence of thyroid cancer among children 
living near the test site was less than the incidence among 
children miniaally exposed to radiation from the test site. 
According to the National Academy of Science BEXR III Report: 

Two groups of children — one group of 3/691 
residing in a relatively high fallout area of 
Utah and Nevada/ and emother group of 3/140 
in a minimal fallout area of Arizona during 
their infancy and early childhood — were 
compared by Rallison and co-workers for 
evidence of thyroid disease. Benign 
neOplasms were observed in 6 exposed and 10 
nonexposed children. Two carcinomas were 
found/ but only in the nonexposed children, 
lS-20 years after the fallout period, 

An increase in leukemia among residents in the Utah counties 
nearest the test site has been detected. However, the 
association of this increase with fallout exposure is suspect 
because there was a coexistent increase noted in a type of 
leukemia unrelated to radiation exposure. Moreover, there was a 
ainllar increased leukemia incidence which occurred even prior to 
the use of the Nevada Test Site. Accordingly, the NIH experts 
concluded that, for persons over age 50 at the time of diagnosis, 
'(t)hese observations suggest the possibility of a generally 
elevated leukemia risk in southwestern Utah, unrelated to fallout 
exposure. 

An increase in childhood leukemia also was detected, but the 
researchers noted ''that there were only 12 childhood deaths from 
leukemia in southwestern Utah during 1950-1980,'' which ^ 

regarded as "unremarkable in terms of rates for Utah as a whole. 
The experts also gave a number of reasons for cautioning against 


XlL., at 53. 


»Tha Effects on population of Exposure to Low Levels of 
Ionizing Radiation: 1980' (BEIR III), National Academy Press, 
300 . This study is now being updated by the original 
investigators at the University of Utah. 


P* 


Machado, ££ al. . at 55. 
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the asfiunptlon that the increase was attributable to radiation 
exposure.*^ 

Downwinders compensation under S. 1994 would depend upon 
only three criteria: (1) the claimant lived in certain counties 
of Utah, Nevada, or Arizona, (2) during particular time periods, 
and (3) contracted a specific disease. These general criteria 
would allow the condensation of persons whose diseases are 
probably unrelated in any way (setting aside even a proximate 
causation standard) to any asserted radiation exposures. 

The criteria also would allow compensation of persons who 
contracted lung, female breast, stomach, colon, esophageal, and 
urinary tract cancer, regardless of the radiation dose they 
received. The NZH study, which was intended by Congress to 
quantify the, association of cancer with radiation doses, plainly 
demonstrated* that these cancers are probably unrelated to the low 
doses received by persons who lived in the test site vicinity. ^ 
£ven assuming the exaggerated doses calculated by plaintiff's 
consultant in the Allen litigation, a causal relationship 
between these diseases and the plaintiffs' asserted doses is 
improbable according to the HIH study. This is the very study 
mandated by Congress to examine the exact issues raised by S. 
1994. ' 

The criteria also take no account of more plausible 
proximate causes of diseases such as lung and colon cancer. 

Thus, a heavy smoker, predisposed to lung cancer, and a person 
with a high fat-low fiber diet, predisposed to colon cancer, 
could receive the same payments as any other member of the group 


Isii., at 55. 


Sec references cited in American Journal of Epidemiology, 
supra , at 46. See also . L.R. Anspaugh and B. W. Church, 
"Historical Estimates of External Gamma Exposure and Collective 
External Gamma Exposure from Testing at the Nevada Test Site," 
Health Physics . Vol. 51, No. 1, p. 35. 


The doses calculated by plaintiffs' expert witness, John 
Gofman, and by the other experts are noted in M-UH v. Vnlte^ 
States . 588 F. Supp. 247, 428 (1984). 


Report of the National Institutes of Health Ad Hoc 
working Group to Develop Radioepidemiological Tables, at pp. 126 
MS3* 
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defined by the bill^ irrespective of the inprobable proximate 
relationship between their radiation doses and the particular 
diseases that they have contracted. 

The criteria also are deficient in permitting no analysis of 
a claimant's latency period — the time period between radiation 
exposure and diseases diagnoses. Such an analysis is typically 
useful because cancers, characterized by latency periods which 
are significantly shorter or longer than observed minimum or 
maximum latency periods, are probably not related to radiation 
exposure and should be excluded based upon reliable scientific 
data. In fact, on the basis of numerous epidemiological studies, 
the NIH study concluded that cancers (other tham leukemia and 
bone cancer] with, latency periods less than five years were not 
caused by radiation exposure. This regime stands in contrast 
to that contained in the National Vaccine injury Compensation 
Program which sets out a time period between vaccine 
administration on the onset of the first symptom or manifestation 
of the disease. 

In summary, S. 1994 would permit compensation for cancers 
whose causal relationship to radiation is dubious. The bill's 
criteria would allow awards where the doses are probably too low 
to cause most of the cancers specified as compensable, according 
to the congressionally-mandated KlH report. The criteria take no 
account of more plausible cancer-causing agents, such as tobacco. 
They permit no analysis of latency periods, which would reliably 
Isolate cancers unrelated to radiation exposures. 

Under S. 1994, a petitioner would be entitled to 
compensation upon a finding "on the record as a whole that the 
petitioner has shown the matters required under subsection 
2142(c) (1)." There is no standard of proof set forth in the bill 
nor any requirement for a affirmative finding of causation. Evan 
the National Childhood vaccine Injury Compensation Program 
requires these findings to support compensation awards. 

The apparent rationale for providing special compensation to 
miners, rather than workers in all strategic industries who have 
suffered occupational illnesses, is that the miners labored in 
private mines which "were providing uranium for the sole use and 
benefit of tha nuclaar weapons orooram of the United States 
Government . TT (Emphasis supplied.) The bill, however, 

would compensate miners who worked in all of the uranium mines in 


at 59. 


19 


Section 2(3). 
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Colorado, New Kexico, Arizona, and Utah between 1947 and 1971, 
when only a portion of the uranium mined in these states during 
that time period was used in the nuclear weapons program. 

Further, each state's worker compensation scheme makes 
compensation available for miners' injuries on the job including 
radiation related injuries. In short, the miners already have a 
remedy available to them. 

The bill's criteria for compensating the uranium miners, 
like the criteria for compensating those allegedly exposed to 
fallout, contain no provision for analyzing latency periods. 

Thus, a miner with a lung cancer latency period of one year would 
be paid, despite the clear scientific consensus that so short a 
time between exposure ^Lnd diagnosis is incompatible with a 
finding that the cancer was caused by radiation.^® 

S. 1994 'also would compensate miners who have contracted 
"other serious respiratory disease(s) The National Academy 
of Science BEIR XV Committee review of the epidemiological 
studies which have considered nonmalignant respiratory diseases 
among miners reveals that the studies are inconsistent in theiir- 
findings, plagued by insufficient data, and do not assess the 
effects of other harmful agents to which miners are exposed. 

In short, we are strongly opposed to S. 1994 in its current 
form because it would establish a broad, unjustified, and 
expensive entitlement program based upon a Claims Court model 
that has suffered from significant practical problems. Moreover, 
the decision-making structure of S. 1994 raises serious 
constitutional questions. He appreciate your consideration of 
our views. 


Report of the National Institutes of Health Ad Hoc 
Working Group to Develop Radioepidemiological Tables, at. p. 59. 


subsection 2142 (c) (i) (A) (ii) (HI) . 


"Health Risks of Radon and Other Internally Deposited 
Alpha-Emitters" (BEIR IV) , National Academy Press (1988), pp* 
489-90. 
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Th« Office 
Is no objection 
enactment of S. 
the President. 


of Management and Budget has advised that there 
to the presentation of this report and that 
1944 would not be in accord with the program of 


Sincerely, 


Bruce C. Navarro 

Acting Assistant Attorney General 
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U. S. DepiirtnieBi of Justice 


IMuAmxmm. DCitaS9 


Honorable Joseph R. Biden, Jr. 

Chalrsan 

Cosmittce on the Judiclazy 
tTnlted States Senate 
Washington, D.C. 20510 

Bear Kr. Chairman: 

This proffers the views of the Department of Justice (the 
" Department on S. 1994, the ^Rational Atmospheric HUcXear 
Testing Compensation Act of 1989.' For the reasons set forth 
below, we strongly oppose this legislation. 

Hodeled on the National Vaccine Injury Compensation Program, 
42 U.S.C. li 300aa-10, seg. . S. 1994 proposes across-the-board 
payments to broad categories of persons without regard to whether 
the individuals within those categories have (or had) conditions 
probably and proximately eaxieed by the aotions of the United 
States. The vast majority of persons that would be compensated 
by S. 1994 were not injured by exposure to radiation. Further, 
the bill Inappropriately provides payments to individuals who 
already obtained worker compensation remedies. Moreover, the 
Vaccine Program in the Claims Court has been both problematic and 
es^nslve. Insofar as S. 1994 relies up<m that model, it is 
en^imbered by a structure that is not well suited to the 
efficient compensation of meritorious claims. 

S. 1994 would amend Title XXI of the Public Health Service 
Act (42 U.S.C. IS 300aa-l seo. l to create a new entitlement 
program to permit certain residents of portions of Utah, Nevada 
and Arleona to recover up to $50,000 if they contracted specified 
diseases during the years 1951 through 1958 and 1962. Miners 
employed in uranium mines located in four states from 1947 to 
1971 who contracted lung cancer or other serious respiratory 
disease could recover up to $100,000 (Section 3). A group of 
special masters appointed by the Claims Court, which is an 
Article I court, 28 U.S.C. fl71(a), would determine initial 
adjudications on petitions for coapensation. The bill does not 
require that causation be deaonstrated between exposure to 
radiation and any subsequently developed malady, or that any 
legal theory of liability on the part of the United States be 
satlefii^ through evidentiary proof. 

S. 1994 would impose an 'arbitrary juid capricious* standard 
for review of special master decisions by Claims court judges. 
This restrictive standard of review could present constitutional 
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difficulties by vesting significant decisional authority in a new 
class of officials idio are neither Article I judges, Article III 
judges, nor Executive Branch officers subject to the direction of 
the President. Although the bill would permit Article I and, 
eventually, Article ill judges, to review the decisions rendered 
by t^e special masters, their review would be sharply 
circumscribed by the arbitrary and capricious standard, and it is 
unclear that this restricted review power would meet 
constitutional requirements. 

The bill also raises the related issue of vesting, in 
proposed subsection 2143(c), of appointment and for-cause removed 
authority over the special masters in the Claims Court. The 
restrictive standard of review for special masters' 
determinations provided in the bill would, in our view, invest 
the special masters with -significant authority pursuant to the 
laws of the United States,' Buckley v. yalfifl, 424 U.S. 1, 126 
(1976) , and accordingly require that their appointment and 
removal be consistent with constitutional provisions governing 
'Officers of the United States.' The Appointments Clause of the 
Constitution, Art. II, sec. 2, cl. 2, vests Congress with the 
authority to provide for the appointment of inferior officers of 
the United States by 'the President alone, . . . the Courts of 
Law, or . . . the Heads of Departments.' There is a substantial 
question whether the Claims Court, an Article Z tribunal-, is a 
'Court (] of Law' within the meaning of the Appointments Clause. 

<?f . Pacemaker Dlacmost i e clinic of America. Inc». v« 

Inc. . 725 F.2d 537, 544-45 {9th Cir.) (en banc) (upholding 
constitutionality of congressional designation of Article III 
judges to select and appoint magistrates under the Federal 
Haglstrata Act), cert, denied . 169 U.S. 821 (1981). Accordingly, 
we doubt whether, consistent with the Appointments clause, the 
claims Court may be invested with power to appoint and remove 
such officers, or that such officers may be insulated from 
removal by a for-causa removal reguirement. 

in addition to these constitutional defects, the bill is 
fundamentally flawed by its very premise: that a special 
permitting a preferred class of claimants to avoid the provisions 
of the Federal Tort Claims Act ('FTCA') should be enacted when 
available scientific evidence does not support the conclusion 
that many cancers have been caused through the govemmmt ■ 
Atmospheric Atomic Testing Program or its activities with regard 
to uranium miners. 

subject to carefully defined exceptions and exclusions, the 
Federal Tort Claims Act provides a complete and ^ 

damage remedy for personal injury or wrongful death claims caused 
by the negligence or wrongful conduct of 

S. 1994 coaplmbely disregards this generally applicable remady 
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eventually have cancer; about 30%, according to present rates. 

Over the years, cancer will strike in approximately three out of 
four families.'* 

Although ionizing radiation la the most extensively studied 
human carcinogen. It is less significant as a causa of cancer 
whan viewed in comparison with other carcinogens. In fact, the 
National Institutes of Health have determined that '[l]ess than 
3% of the n.s. cancer burden can be . . . attributed to ionizing 
radiation from natural sources and human activities, compared to 
around 30t for tobacco smoking.'^ of the Ionizing radiation from < 
natural sources and human activities, less than 

attributable to atmospheric weapons tests (current taatllilg*^'*^''^""'^ 
countries such as India, China and Franca which are not test-ban ' 
treaty signatories) , and continuing fallout from the testing 
which occurred in (the 1950s and l»60a. ° 

Our most-definitive information about the health effects cf 
radiation is derived from the Japanese atomic bomb survivors. As 
the National Institute of Health has noted, among 6,035 atom bomb 
eurvivors who were exposed to high levels of radiation, there 
were 498 cancer deaths from 1950 to 1978, when only 323 deaths 
would be expected, a differential of 54 per cant.® But, among 
survivors who were exposed to low-level radiation, fewer cancer 


^ Idi. 


^ D. SCKOTTENFELD and J. FKAUHENI, CANCER EPIDEHIOLOSY AND 
PREVENTION (1982), at 231. 


* NIH: 'Report of the National Institutes of Health Ad Has 
Working Group to develop Hadioepidemiological Tables,' p. 13 
(citing S. JABIAN and J. BAILER, 'The Contribution of Ionizing 
Radiation to Cancer Mortality in the United States.' Preventive 
Medicine 9:219-222 (1980). 


® National Research council: 'The Health Effects Of 
Exposure To Low Levels Of Ionizing Radiation': 1990 (BEIR V), at 


® NIK, SUBCA. at p. 13 (citing R. KATO and KW. SCKULL, 
'Studies of the Mortality of A-Bomb Survivors.' Radiation 
Research 90:395-432 (1982)). 
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daaths taan would aonMlly be ei^ctwd wet« cdusenrad (although 
tha daficlt vaa not atatistioally aigniticantj . ' 

S. 1994, as it pertains to the so-callad 'downwind 
residents,' is baaed upon the fundaoental, but Insupportable, 
premise that: 

fallout emitted during the Government's 
above-ground nuclear tests in Kevada exposed 
civilians who lived in the downwind affected 
area in Kevada, Otah, and Arizona to 
radiation that generated an excess of cancers 
among these civilians. ° 

the most recent National cancer Institute data published in 
the American Journal of Epidemiology plainly show that the 
sponsors' premise is erroneous.' On the contrary, the National 
Cancer Institute researchers found a significantly lowsr cancer 
incidence in the relevant geographical area: 

Evan after correction for difference in 
baseline cancer risk between Konaon and non- 
Horaons, cancer mortality duxliqr 1964-1980, 
l.e., 11-J7 years^" altar the heaviest 
fallout deposition in 1953, was significantly 
lower in southwestern Otah (the area nearest 


’’ Id,. 


Section 2{i). 


* s.s. Machado, C.E. Land, and P.W. McKay, 'Cancer Mortality 
and Radioactive Fallout in Southwestern Otah,* Aaerican Journal 
of Epideaiolomr. Vol, 125, Ko. 1, p, 44. 


The generally accepted ainimuB latency period C^® tiae 
period between radiation exposure and disease diagnosis) for 
cancers other than leukenia is 5 to 10 years. Cancers diagnosed 
during this period between exposure and diagnosis are assuiaed to 
be unrelated to the radiation es^sure. Thus, the National 
cancer Institute study appropriately considered only cases which 
were diagnosed 11 to 27 years after exposure. 
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tbtt Vcvada Test Sits ) , than in the rest ot 
the state. 

y- 

This finding is consistent/vith earlier studies which 
deaonstrated that the incident of thyroid cancer among children 
living near the test site vas'le oa tha n the incidence among 
children minimally exposed to radiation from the teat site. 
According to the national Academy of Science BEIR III Report: 


Two groups of children — one group of 3,691 
residing in a relatively high fallout area of 
Utah ^md Nevada, and another group of 2,140 
in a minimal fallout area of Arizona during 
their infancy and early childhood — were 
compared by Rallison and co-workers for 
evidence of thyroid disease. Benign 
neoplasms were observed in 6 exposed and 10 
nonexposad children. Two carcinomas vara 
found, but only in the nonexposed children, 

15-20 years after the fallout period. 

An increase in laukemia among residents in the Utah counties 
nearest the teat site has been detected. However, the 
association of this increase with fallout exposure is ouap eet.«.*-e<»^*^ 
because there was a coexistent increase noted in a t^^ of 
leukemia unrelated to radiation exposure. Horo o v a r , 'there was a '7-^ 
similar increased leukemia incidence which occurred even prior tor > 
the use of the Nevada Test site. Accordingly, the mik es^perts 
concluded that, for persons over age 50 at the time of diagnosis, 
*(t)he6e observations suggest the possibility of a generally 
elevated leuJcemia risk in southwestern Utah, unrelated to fallout 
exposure. 

An increase in childhood leukemia also was detected, 
researchers noted 'that there were only 12 childhood deaths from 
leukemia in southwestern Utah during 1950-19B0,' which they 
regarded as 'unremarkable in terns of rates for Utah as a whole.' 

The experts also gave a number of reasons for cautioning against 


U^, at 53. 


'The Effects on Population of Exposure to Low Levels of 
Ionizing Radiation: 1980' (BEIR III) , National Academy Press, p. 
300. This study is now being updated by the original 
investigators at the University of Utah. 


13 


Machado, al. . at 55. 
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tli« assumption that the increase was attributable to radiation 
exposure.*^ ^ 


Downvinders compensation under S. 1994 would depend upon 
only three criteria: (1) the claimant lived in certain counties 
of Utah, Nevada, or Arizona, (2) during particular time periods, 
and (3) contracted a specific disease. These general criteria 
would allow the conq^ensation of persons whose diseases are 
probably unrelated in any way (setting aside even a proximate 
causation standard) to any asserted radiation es^aures. 


The criteria also would allow compensation of persons who 
contracted lung, female breast, stomach, mlon, esophageal, and 
urinary tract cancer, regardless of the radiation dose they 
received, ihe KXH study, which was intended by Congress to 
quantify the association of cancer with radiation doses, plainay 
demonstrated that these cancers are probably unrelated to the low 
doses received by persons who lived in the test site vicinity. ® 
Even assuming the exaggerated doses calculated by plaintiff's 
consultant in the Allen litigation, a causal relationship 
between these diseases and the plaintiffs' asserted doses is 
improbable according to the NIH study, This is the very study 
mandated by Congress to examine the exact issues rais^ by S. 
1994. 


The criteria also take no account of more plausible 
proximate causes of diseases such as lung and colon cancer. 

Thus, a heavy smoker, predisposed to lung cancer, and a person 
with a high fat-low fiber diet, predisposed to colon cancer, 
could receive the sane payments as any other member of the group 


ht 55. 


See references cited in Aaerican Journal of Epidemiology, 
supra . at 46. SM&. filSfi/ L.R. Anspaugh and B. W. Church, 
"’Historical Estimates of External Gamma Exposure and Collective 
External Gamma Exposure from Testing at the Nevada Test Site," 
Health Physics . Vol. 51, Ho. X, p. 35. 


The doses calculated by plaintiffs' expert witness, John 
Gofaan, and by the other experts are noted in ftllen v. gnjte^ 
Statea . 588 F. Supp. 247, 428 (1984). 

Report of the National Institutes of Health Ad Hoc 
Working Group to Develop Radioepidemlological Tables, at pp. 126 
£& SSSU 
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defined by the bill, irrespective of the improbable proximate 
relationship between their radiation doses and the particular 
diseases that they have contracted. 

The criteria also are deficient in pemittin 9 analysis of 
a claimant's latency period — the time period between radiation 
exposure and diseases diagnoses. Such an analysis is typically 
useful because cancers, characterised by latency periods which 
are significantly shorter or longer than observed minimum or 
maximum latency periods, are probably not related to radiation 
exposure and should be excluded based upon reliable scientific 
data. Zn fact, on the basis of numerous epidemiological studies, 
the KIH study concluded that cancers (other than leukemia and 
bone cancer) with latency periods less than five years were not 
caused by radiation exposure.^” This regime stands in contrast 
to that conta'ined in the Rational Vaccine Injury Compensation 
Program which sets out a tine period between vaccine 
administration on the onset of the first symptom or manifestation 
of the :!isease. 

In summary, S. 1994 would permit compensation for cancers 
whose causal relationship to radiation is dxibious. The bill's 
criteria would allow awards where the doses are probably too low 
to cause most of the cancers specified as compensable, according 
to the congressionally-mandated KZR report. The criteria take no 
account of more plausible cancer *-causiRg agents, such as. tobacco. 
They permit no analysis of latency periods, which would reliably 
Isolate cancers unrelated to radiation exposures. 

Under S. 1994, a petitioner would be entitled to 
compensation upon a finding 'on the record as a whole that the 
petitioner has shown the matters rec[uired under subsection 
2142(c)(1).' There is no standard of proof set forth in the bill 
nor any requirement for a affirmative finding of causation. £ven 
the National Childhood Vaccine Injury Compensation Program 
requires these findings to support compensation awards. 

The apparent rationale for providing special compensation to 
miners, rather than workers in all strategic industries who have 
suffered occupational illnesses, is that the miners labored In 
private mines which 'were providing uranium for the sole use and 
benefit of the nuclear weapons program of the United States 
Government . . . (Emphasis supplied.) The bill, however, 

would compensate miners who worked in all of the uranium mines in 


Hi., at 59. 


19 


Section 2(3). 
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Colorado, Hew Mexico, Arizona, and Utah between 1947 and 1971, 
when only a portion of the uranium mined in these states during 
that time period was used in the nuclear weapons program. 

Further, each state's worker compensation scheme makes 
compensation available for miners' injuries on the job including 
radiation related injuries. In short, the miners already have a 
remedy available to them. 

The bill's criteria for compensating the uranium miners, 
like the criteria for compensating those allegedly exposed to 
fallout, contain no provision for analysing latency perlode. 

Thus, a miner with a lung cancer latency period of one year would 
be paid, despite the clear scientific consensus that so short a 
time between exposure and diagnosis is incompatible with a 
finding that the cancer was caused by radiation. 

S. 1994: also would compensate miners %rtio have contracted 
'other serious respiratory disease (s) .* The National Academy 
of Science BEIR IV Committee review of the epidemiological 
studies which have considered nonmalignant respiratory diseases 
among miners reveals that the studies are inconsistent in their 
findings, plagued by insufficient data, and do not assess the 
effects of other hemful agents to which miners are exposed* 

In short, we are strongly opposed to S. 1994 In its current 
form because it would establish a broad, unjustified, and 
expensive entitlement program based upon a Claims Court model 
that has suffered from significant practical problcM. Moreover, 
the decision-making structure of S. 1994 raises serious 
constitutional questions. We appreciate your consideration of 
our views* 


20 Report of the Mational Institutes of Health Ad Hoc 
Working Group to Develop Radioepldemiological Tables, at. p* 59 


Subsection 2142 (e) (1) (A) (ii) (III) • 

'H.alth Risk* of Radon and Othar Intamally 
Rlpha-E»itt*rs« (BEIR rv) , National Acadray Press pp. 

4a9-,a. 
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Th« Office of Management and Budget has advised that there 
Is no objection to the presentation of this report and that 
enactment of S. 1944 would not be In accord with the program of 
the President. 


Sincerely, 


Bruce C. Navarro 

Acting. Assistant Attorney General 
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DEPARTMENT OF HEALTH S. HUMAN SERV ICES 


April 5, 1991 /) /lif ' 

Annette McLaughlin 

Dr. Richard Adamson's Office 

NCI Thyroid/Iodine-131 Assessments Comniittee 


Public Health Service 
National Institutes of Health 


Memorandum 


Or. Wachholz/Lorraine 


Dr. Howell spoke with you yesterday requesting information needed to be included 
in the memorandum to Dr. Broder. I have attached a note and a memo to Peggy 
Yasem which state the information that is required to be included. Please 
prepare a statement that will be added to the attached letter which includes why 
at least 17% minority representation and 23% female representation has not been 
met, as well as status of remaining candidate for this Committee. 

If you have any questions, please call me. 
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DEPARTS ENT Of HEALTH i HUMAN SERVICES N.i.onal 

Njtional Cancer Instiiuie 

Memorandum 

'March 11. 1991 
Director, 0C£, NCI 


Nomination for the NCI Thyroid/Iodine-131 Assessments 
Committee, Division of Career Etiology 

Or. Samuel 8roder 

Director, National Cancer Institute 

The NCI Thyroid/Iodine-131 Assessments Committee assists the Director, 


National Cancer Institute, and the Secretary of Health and Human Services 
in responding to Section 7(a) of Public Law 97-414 which directed the 
Secretary of Health and Human Services to: (1) conduct scientific research 
and prepare analyses necessary to develop valid and credible assessments of 
the risks of thyroid cancer that are associated with thyroid doses of 
Iodine-131; (2) conduct scientific research and prepare analyses necessary 
to develop val id and credible methods to estimate the thyroid doses of dine- 
131 that are received by individuals from nuclear bomb fallout; and (3) 
conduct scientific research and prepare analyses necessary to develop valid 
and credible assessments of the exposure to Iodine-131 that the AmericanJ 
people received from the Nevada atmospheric nuclear bomb tests. 


TERM 

EXPERTISE 

BECKER, David V., M.D. 

Director 

Division of Nuclear Medicine 

The New York Hospital 

Cornell Medical Center 

525 East 68th Street - L20S 

New York, New York 10021 

Immedi ately- 
06/30/93 

Nuclear Medicine 

BOOK, Steven A. , Ph.O. 

Chief, Health Hazards Division 
Department of Health Services 

State of Cal ifornia 

714 P Street, Room 460 

Sacramento, CA 95814 

Immediately- 

06/30/93 

Radioiodine 
MetabolisiVIhyroid 
Gland Radiobiology 

LAND, Charles E. , Ph.O. 

Health Statistician 

Division of Cancer Etiology 

National Cancer Institute 

Executive Plaza North - Room 408 
Sethesda, MO 20892 

Immediately- 

06/30/93 

Heal th Statistics 
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Page 2 - Dr. Samuel Sroder 


MACHTA, Lester, Sc.O. 

Air Resources Laboratory 
National Oceanographic and 
Atmospheric Administration 
8060 13th Street 
Silver Spring, MO 20910 

MARKS, Sidney. M.D., Ph.O. 
8024 47th Place, West 
Mukilteo, WA 9827S 


Immediately 

06/30/93 


Immediately* 

06/30/93 


ROBBINS. Jacob. M.O. Imntedi ately- 

Chief. Clinical Endocrinology 06/30/93 

Branch 

National Institute of Oiabetes 
& Digestive & Kidney Diseases 
Building 10, Room 8N3IS 
Bethesda. MO. 20892 

SILVERMAN, Charlotte, M.D. 

Associate Director for Human Studies 
Office of Science and Technology 
Center for Oevices and 
Radiological Health 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MO 20857 


Immediately 

06/30/93 


VOILLEQUE, Paul G. Immediately- 

Technical Advisor (Health Physicist) 06/30/93 
Utility Services Department 
Science Applications International 
Corporation 

Idaho Falls, Idaho 83402 


WACHHOLZ, Bruce W., Ph.O. Immediately- 

Chief 06/30/93 

Low-Level Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North, Room 530 
Bethesda.. Maryland 20892 

WALINOER, Gunnar Olov S., Ph.O 
Director 

Unit of Radiological Oncology 
The Swedish University 
of Agricultural Sciences 
P. 0. Box 7031 
S-750 07 Uppsala, Sweden 


Immediately- 

06/30/93 


Atmospheric Res. 


Radi at. Pathology 


Endocrinology 


Epidemiology 


Envi ronmental 
Transport of 
Radionucl ides/ 
Radiation Oose 
Assessment 


Radiation 

Biology 


Radiation 

Biology/Tumor 

Pathology 
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Page 3 - Or. Samuel Sroder 


Richard H. Adamson, Ph.O. 


APPROVED: , 

Director, National Cancer Institute Date 

Attachments: 

ACR 

CV 

Proposed Plan for Balance 
cc: 

CMO/NCI 

CHO/N[H 
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OE^AHTMENT OF HEALTH & HUMAN SERVICES 


Public HtaUft S«fv>ci 


Naiionbl Inicitutat cl Haaith 
National Canca' Inadtuto 
Satbasda. Maryland 20S92 


FACSIMILE TRANSMISSION 

DIVISION OF CANCER ETIOLOGY 
OFFICE OF THE DIRECTOR 


DATE March II. 1991 


TO; Or. Wachhol z/Lorralne 


FAX NO.: 


FROM: Annette McLaugh.in 


FAX NO. : 


(301) 496-1297 


VOICE NO. FOR VERIFICATION: (301) 496>€618 


NO. OF PAGES (INCLUDING COVER PAGE) 


We need to include in the attached rtiemoranduin the fuTNia t 

"Need to address the two renaln ina vacanriss. 7 Mention Brill, of course, 

■^and who you are targetinij fui llie i fciiia iiTiifg posiUons . Also, were any 
minorities and additional female candidates sought and found, if not 
state this please." 


d c s "I 
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WORKSHEET 



-Thvroid/Iodine-Ul Assess. 

Executive Secretary; Or. David Howell 

Effective Date: 

Hprahershio: 


- 6/30/93 

Date Reviewed: February 8, 199! 

Current 

1? 

Prooosed 

!2 

COMMENTS; 

Hesbers will serve until task is 


0 

10 

romoleted. An ACR for Or. Brill has 


12 

2 

been submitted to NIH/CMO and once 


0 

l (8.3X1 

r.lparanre is received a nomination 

Minorities 


a 

nackaae will be subnitted. 

stribution: 


Multiple States: No. 


0 ' 

1 (8.3%) 

Maryland 5 


0 

5 (42%) 



0 

1 (8.3%) 



0 

? (16%) 


FOREIGN 

0 

i t8.3it) 



NOTE: REMINDER - NEED JUSTIFICATIONS FOR DEPT. APPROVAL: Lack of Year's Lapse: Dual 
Membership (service on two coomittees concurrently): Unbroken Service. Exceedinj' Four Years; 
Excessive Service (oore than eight years for the past 12 years): Two Members from the Same 
Institution. Less than 23S female Representation and/or less than 17X minority 
representation. 


1991 1992 

0 + 0 


1993 1394 1995 

_U_ r _0_ t _0 


Other Comments : 


REVISED CMO/NCMO/25/90 
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February 13, 1991 
NOTE TO; Peggy 

FROM: Committee Management OFfice, NCI 

SUBJECT; Mominatiofis for the MCI Tftyroid/Iodine-Ui Assessments Committee 


I have reviewed the nomination package you submitted on Friday, February 8th, 
for the NCI Thyroid/Iodine-lBl Assessments Committee. While most of the 
submission was appropriate, there are minor revisions and clarifications 
needed prior to final transmittal to Or. Broder for approval. A listing of 
revisions is as follows; 

0 Ensure that the addresses/current positions listed in the cover 

memorandum agree with the addresses/current positions provided on the 
resumes and ACRs . 


0 

s 

0 


0 


List each nominee's professional degree in the cover memorandum. 

An actual resume is needed for Or. Walinder. 

The discussion paragraph(s) must appear at the beginning of the 
memorandum and should be expanded to address the following points: 

1. Lack of a minority candidate 

2. Under representation of female members “ 

It is the NlH's goal to have at least 17% minority representation and 
23% female representation on all chartered coiMittee. 


3. Approval of a waiver for unbroken service exceeding four years 

4. Consideration given to the geographic balance 

5. Status of the remaining vacancy - for example, ‘candidate has been 
selected and an ACR has been submitted. Once clearance is received, 
a nomination package will be provided for your approval." 


If there are any questions or additional assistance is needed, please 
call the Committee Management Office at 496-5708. 




Carole A. Frank 
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22 

DEPARTA\E\T OF HI TH &. HUMAN' SERVICES 


CHAPTER 


Public Health Service 


National Institutes of Health 
National Cancer Institute 
Bethesda. Maryland 20205 


NCI THYROID/ I0DIME-I31 ASSESSMENTS COMMITTEE 


Purpose 


The purpose of Che CoomlCCee is Co assess the risks of ChTTold cancer chac 
aay be associated vich ch/roid doses of Iodine-*13I, particularly Chose 
resulcing from fallout follovlog U.S. atmospheric nuclear aeapoos tests in 
Nevada, and Co submit a report Co Che Congress wlchla one year following Che 
enactment of Public Law 97''414, signed January 4, 1983. 

Authority 


42 use 266(a)(2); Section 403(a)(2) of the Public Health Service Act, as 
amended. The NCI Thyroid/Iodine--131 Assessments Cosmiccee Is governed by 
provisions of Public Law 92-463 which sets forth standards for the forsmclon 
and use of advisory commitcees. 

Function 


The NCI Thyrold/Iodlne-131 Assessments ConmlCtee is established la response to 
Section 7(a) of Public Law 97-414 which directs the Secretary of Health and 
Human Services to: (1) conduct scientific research and prepare analyses 
necessary to develop valid and credible assessments of the r:£sks of thyroid 
cancer that are associated with thyroid doses of Iodloe-131; (2) conduct 
scientific research and prepare analyses necessary to develop valid and 
credible methods to estimate the thyroid doses of Iodine— 131 that are received 
by individuals from nuclear bomb fallout; (3) conduct scientific research and 
prepare analyses necessary Co develop valid and credible assessments of the 
exposure to Iodlne-131 that the American people receive fron the Nevada 
atmospberlc nuclear bomb tests; and (4) prepare and transmit to the Congress 
within one year after the date of enactment of Public Lav 97—414, a report 
with respect to the activities conducted in carrying out (1)> (2), and (3). 

Structure 


The Committee shall consist of 14 members Including the Chairperson, appointed 
by the Director, National Cancer Institute, fron authorities knowledgeable in 
such fields 88 Radioactive Fallout Dosimetry, Envlronmeatal Transport Mechanisms 
of Radionuclides, Thyroid Metabolism of Iodine, Effects of BLadiaClon on the 
Thyroid, Epldemlology-Blostatlstlcs , and Risk Assessment. 

Members shall serve for two years; terms of more than two years are contingeat 
upon renewal of the Conmlttee by appropriate action prior to its termination. 

Management and staff services shall be provided by the Assistant Director of 
the National Cancer Institute. 



407 


Page 2 - Charter, NCt Thyrold/Iodine-131 Assessaeucs Commictee 


Meetings shall be held at least twa times a year at the call of the Chairperson, 
with the advance approval of a Govemaeot official ’■^o also aj^roves the agenda. 
A Goveroaeac official must be present at all oeeclngs. 


Meetings shall be open Co the public except as determined otherwise by Che 
Secretary, public notice of all meetings shall be provided- 


Meeclngs shall be conducted and records of the proceedings kept as required by 
applicable laws and DeparCaental regulations. 


Members who are not Federal employees may be paid up Co $150 per day for time 
spent at meetings, plus per diea and travel expenses In accordance with Standard 
Government Travel Kegnlatlons. 


Annual Cost Estimate 

Estimated annual cost for operating Che Committee, including compeosation and 
travel expenses for members, but excluding staff support, is $36,bZO. 

Estimate of annual person years of staff support required is 1.0, at an 
estimated anruiai cost of $27,521. 


A report shall be auiaitted to the Director, Hattooal Cancer Institute, not 
later than November 30 of each year, which shall contain, as a ffilnimum, a list 
of eiembecs and their af flllatloos , with addresses; the CoBmicCee’s functions, 
dates and places of meetings, and a summary of acClviCies and/or recoameodatlons 
of the ComaiCtee during the year. 


Termination 

The NCI Thyroid/ Iodine~131 Assessments Committee will terminate cw years from 
Che dace of establisl»enit unless exc«ision beyoi^ that date is appropriately 
requested and approved. 


Formal Determination 

By authority vested in me by the National Cancer Act of 1971, P.L. 92-218, 
as amended, I hereby deCermlne the formation of the NCI Thyroid/ Iodloe-131 
Assessments Committee is In the public Interest la connection with the duties 
laposed on the Director, National Cancer Institute, by law and that such 
duties can best be performed through the advice and counsel of such a group. 
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I further deem Chat: (1} ic Is uoc feasible for Che NCI or any of Its 
existing coomitCees Co perfona these duties; and (2} Che neabecshlp of this 
Conictee which exceeds Che 12-aeaber lialc prescribed bj Ceeeral Services 
AiteiaistraClon KeguIaClons, 41 CFR S10l"'6-1009(b)(4} , is necessary to the 
function of the Coaniccee. 


JiJN 121984 

Date 


Viiiceoc"^. DeVita, Jr.7^.D. 
OirecCor, Hacional Causcer lasClCnte 
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ATTACHMENT 

23 



DEPARTMENT OF HEALTH & HUMAN SERVICES 


Date May 8« 1986 

From Director 

Executive Secretariat 

Subject Report on Thyroid Iodine 131 Assessment 

To Or. Bruce Wachholz 


Public Health Savica 
National Institutes of Health 


Memorandutn 


I Spoke last week with your secretary and indicated that the Acting 
Assistant Secretary for Health would ask for an interim Thyroid Iodine 131 
Assessment report. The letter making the request is attached. 

The report should be no wsre than 7-8 pages. The report, the required 
number of cbpies, and the transnfttal memoranda and letters should be sent 
to my office no later than May 20. 


If you have questions or need assistance, please contact me on 496-1461. 
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Oato 

From 

Subject 

To 


OEPAItTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


MAY 6 1986 


Memorandum 


Acting Assistant Secretary for Health 


Report to the Congress: Analysis of Thyroid Cancer in 
Relation to Iodine-131 Exposure 

Director 

National Institutes of Health 


The report on Analysis of Thyroid Cancer in Relation to 
Iodine-131 Exposure , a report mandated by PTir ^7-414, the 
Orphan Drug Act, was due to the Congress in January 1984. An 
interim report was submitted to the Office of the Secretary in 
August 1984, but not to the Congress. 

In order td keep the Congress apprised of progress on the 
required research and assessments, periodic reports should be 
submitted to the Congress. I am, therefore, asking that NIH 
submit a brief progress report by May 23. 

The report should be submitted by May 23 to the PHS 
Congressional Reports Coordinator, Office of Health Planning 
and Evaluation, OASH. 



Donald Ian Macdonald, M.D. 
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Note to: Dr. Adamson 
Date : 30» 1986 

A report to the Congress on this matter left «ny office in November, 1983. 
It never was transmitted to the Congress by OS. 

Since a comprehensive analysis and assessment report of the current 
state-of-the-art re the areas addressed by P.L. 97-414, Section 7(a), will 
be submitted later this year for transmittal to the Congress (of which 
Mr. Hooper is well aware), it seems a bit awkward to send a brief report 
now and a more complete technical report in less than a year. 

Would it be in order to suggest, in view of the coirprehensive forthcoming 
report, to dispense with this one? ( suggested this to Mr. Hocper, but he was 
not receptive to it. 
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24 


1-131 Fallout Report and Collateral Activities 
Chronology 


Table of Content 


HISTORY 

1951-62 

A. Congressional Hearing on fallout included some I-I3I exposure 

Excerpts from Hearing re: Fallout, Radiation Standards, and Countermeasures 
(1957 - 1963) 

1960’s 

B. PHS conducted a study on children 

C. The cohort was re-studies in I980’s through the Univ. of Ufali 

D. Report from Lawrence Laboratory 

5/10/66 Report on estimated thyroid doses to children from Nuclear Tests 
Conducted in Nevada During 1952 - 1955 

1970's 

E. . Multiple studies were undertaken to study childhood leukemia in Utah 

CHRONOLOGY 

1982 

F. The Orphan Drug Act was amended 

1/4/83 P.L. 97-414, Orphan Drug Act 

G. Sen. Hatch initiated this action through HHS 

H. Contract awarded by NCI to Univ. Of Utah to assess leukemia & thyroid in 
relation to fallout in Utah 

I. Extensive efforts were made to evaluate thyroid function and reconstruct I- 1 3 1 
exposure 

1983 

J. Dr, Wachholz assumed responsibility for this contract in May 1983 

K. Orphan Drug Act signed January4 (P.L. 97-414) 
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UO. NCI's Radiation Effects Branch following the appointment of a Branch Chief 
(Bruce W. Wachholz) in May 

1983 Draft Report to Congress on Thyroid/I- 1 3 1 Assessments Per 

Section 7 (a). P.L. 97^14. 

8/8/86 Memo from Chief, Radiation Effects Branch to Director, DCE, 
NCI re: Reference Made to LLREB Chairing a “Thyroid 
Committee” 


M. Sen. Hatch met with Dr. Wachholz to discuss working group participants 
N/P, Advisory Committee was established on an ad hoc basis 

9/6-7/83 Minutes of the meeting of the Ad Hoc Working Group on 

Thyroid/i-I3 1 Assessments 

1984 

Q. NCI recognized to obtain services of an expert in the deposition and 
environmental transport of radionuclides in fallout 

R. Andres Bouville joined REB to serve as senior staff scientist 

S. NIH forwarded draft report to the DHHS for Secretary’s signature to be 
transmitted to Congress 

T. P.L. 98-542 directed that a review of the reliability and technical devices which 
may be useful in determining previous radiation 

10/24/84 P.L. 98-542, Veterans Dioxin & Radiation Exposure 
Compensation Standard Act 

10/30/84 Letter to Rep. Montgomery from Sec. HHS, re: Delegation 

U. Reports were submitted to Congress and VA in August 1987 

V. Branch Chief was one of two HHS representatives to serve on the Science Panel 

W. Overview of R£B activities a the Board of Scientific Counselors 
10/18/84 Minutes re: BSC meeting 

X. Advisory Committee formally chartered with 12 members who were authorities 
in dosimetry, environmental transport of radionuclides 

5/24/84 Notice of Establishment of the NCI Thyroid/l-131 Assessments 
Committee 

6/12/84 Charter of the NCI Thyroid/Iodine- 13 1 Assessments Committee 
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1985 

Y. Estimating exposures was presented to Advisory Committee 

Z. Cooperation established with other Federal Agencies (NOAA, Commerce, DoE, 
USDA) 

AA. NCI began coiiaboration with Swedish scientists at Karolinska Institute 

BB. Presentation of the legislative mandate (P.L. 97-414) 

10/17/85 Minutes re: BSC meeting, presenting the 1-131 study & 
Assessments Comminee 

1986 

CC. Methodology accepted by Advisory Comminee 

DO. Interim report to Congress and cover letters transmitted to Bldg 1 . 

10/23/86 Memo from Assistant Secretary of Health to The Secretary re: 

Transmittal of Report to the Congress on Thyroid/Iodine- 1 3 1 
Assessments — Action 

EE. The Chernobyl accident occurred April 26 

FF. Or, Bouville participated in the preparation of a report on the accident for the 
United Nations 

GG. Presenwion of REB radiation activities..^ the BSC 
2/21/86 Agenda & minutes re: BSC meeting 

HH. Presentation of mandate for studies of exposure and risk at BSC 
6/12/86 Agenda & minutes re: BSC meeting 

11. DCE Annual Report included reference to I-I3I project 

10/85-9/86 1986 Annual Report of Low Level Radiation Effects Branch 

1987 

JJ. Fallout I- 1 3 1 and transfer of t- 1 3 1 was achieved on all spects of the project 

KK. Five paners wm nresen ted at the annual meeting of the Health Physics Society 
/'•' SMTOts. referenced ^ 

LL. Chernobyl led to extensive planning for animal studies 
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MM. DCE Annual Report included reference to I- 13 1 Repoa 

iO/86-9/87 1987 Annual Report of The Radiation Effects Branch Chemical 

KK. Five papers were presented at the annual meeting of the Health Physics Society 
NN. Advisory Committee briefed on the consequences of the Chernobyl accident 
8/25/87 Minutes of NCI Thyroid -131 Assessments Committee 

1988 

OO. Most data to determine the 1-13 1 concentrations in milk were collected 
PP. One technician was hired to help with the computer work 
QQ. Two papers were presented at the International Association of Radiation 
Protection meeting 

RR. DCE Annual Report included reference to of 1-131 project 

10/87-9/88 1988 Annual Report of The Radiation Effects Branch 

1989 

SS. The outline and content of the report to Congress were determined 
TT. Collection of precipitation data was completed 

UU. First estimates doses made for nuclear tests for which complete information was 
available 

VV. Initial draft-of the report was presented and discussed 

\V\V. Two papers were presented at the annual meeting of the Health Physics Society 

XX. A second technician was hired to help the computer work 

YY. Scientific assistant accepted position at International Atomic Energy Agency and 

let the project 

ZZ. Request was made for 1-13 1 data pertaining to Hanford, WA region 
Al. DCE Annual Report included reference to 1-13 1 project 

10/88-9/89 1989 Annual Report of The Radiation Effects Branch 

A2. DCE BSC was presented a status update on I-I3 1 project 

1 1/1 7/89 Cancer Letter re; 1-13 1 Doses Highest Near Neveda Test Site. 

1990 

A3. Draft report sent to outside reviewers for comments 
A4. Systematic preparation of Annexes, with large number of text files, was 
undetaken 

A5. Decision made by NCI to prepare subannexes of data and formulae to be useful 

A6. DoE asked NCI to take responsibility to plan for and work with Soviet Union 

scientists to develop long-term studies of health effects from Chernobyl nuclear 
power plant accident 

Al. DoE suggested Dr. Wachholz to manage program 
.A8. Work began in collaboration with other US agencies and international 
organizations 

A9. Drs. Wachholz and Bouville participated in the international Chernobyl Project 
A 10. Final results submitted from Utah study 
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All. DCE Annual Report included reference to l-l 3 1 project 

10/89-9/90 1990 Annual Report of The Radiation Effects Branch 

A12. June discussion of animal studies to determine thyroid cancer risk from 1-131 
exposure at DCE BSC 
6/21/90 Minutes of the BSC 

1991 

A13. All initial calculations leading to results that were to be included in Main Test or 
Appendices were carried out 

.A 14. Work continued on: revision on Main Text; verification of numerical results; 
systematic preparation of .Anne.xes 

.A15. The Appendix justifying the assumption that all 1-13 1 was fixed on particles was 
undertaken 

.A16. Interim report to Congress on thyroid/l-l3 1 assessments prepared by NCI for 
Secretary's signature and transmittal to Congress 

6/21/91 Memo from Bruch Wachholz to Dr. Brodcr re: Transmittal of 
Report to the Congress on Thyroid/l-13 1 Assessments 

.A17. Between 1991-1993, negotiations with new governments in Belarus and Ukraine 
were required following dissolution of USSR 
.A18. Other groups in contact included WHO (Geneva & European Offices) 

.A19. DCE Annual Report included reference to 1-131 project 

10/90-9/91 1991 Annual Report on the'Radiation Effects Branch 

1992 

A20. Main text was revised, with exception of two chapters 
A21. Main text was retyped using WordPerfect 
A22. Most of the numerical results were checked. 

A23. Appendix justifying assumption that all 1-13 ! was fixed on particles was finished 
A24. Ail calculations and the systematic preparation of Annexes was completed 
A25. Preliminary work was undertaken on the Subannexes 
A26. Dr, Bouville moved to Bethesda campus 

.A27. DCRT provided storage and calculation space not available at NY facility 
A28. Contract for technicians terminated, Drs, Wachholz and Bouville divided time 
between 1-131 project and other Branch activities 
A29. Final results from Utsdt study report between radioiodincs & the thyroid 
neoplasms 

.A30. DCE Annual Report included reference to 1-131 project 

10/91-9/92 1992 Annual Report of Radiation Effects Branch 

A3!, Implementation of interagency agreement for Chernobyl studies 
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1993 

A32. Preliminary calculations of average doses cont'imied 
A33. Most computer files from NY facility transferred to N(H 
A34. Test done at DCRT to print some of the subannexes; did not work 
A35. Mapping software deleted after computer crash 
A36. Advisory Comminee heard formal presentation of estimated results; no 
recommendations were made 

A37. Advisory Committee terminated as scheduled by 1991 charter extension 
9/21/93 Memo from Susan Feldman to Department Committee 

Management Officer re: Termination of the NCI Thyroid/Iodine - 
13 1 Assessments Committee 

A38. Scientific field focus shifted to Chernobyl while multiple countries negotiated 
research opportunities 

A39. Cohort study protocol for Belarus agreed upon by working groups 
A40. Belarus thyroid protocol peer-reviewed by NCI in June 
A41. Efforts to reconstruct exposure of thyroid study cohorts 

A42. Ad hoc working group participated and provided guidance regarding Chernobyl- 
related activities 

A43. DCE Annua] Report included reference to 1-131 project 

10/92-9/93 1993 Annual Report on Radiation Effects Branch 

A44. Utah study ^dinfT publlshed'rTrscientificlrTtoature 
1 1/3/93 (^-Use Bibliographic Citatipn-^ 

A45. March presentation of Chernobyl project at DCE BSC 
10/14/93 Excerpt of Minutes of BSC 

1994 

A46. First draft of the entire Main Text, Appendices, and Annexes completed in Oct. 
A47, Computer files written on CD-ROMs were uploaded onto DCRT computer 
A48. Information was reported in scientific arena in 1994 and 1993 
A49. Articles were prepared and presented 

A50. Protocol for Ukraine study approved by Ukraine & US working groups 
A51. Ukraine thyroid protocol peer-reviewed by NCI in February. 

A52. Formal agreements between US and Belarus signed in May for thyroid study 
A53. Extensive travel (4-6 trips each) required of Drs. Wachholz and Bouville to effect 
these activities 

.A54. Dr. Steven McDonough from North Dakota requested 1-131 data for 5 weapons 
test for all North Dakota and Utah. Sen. Dorgan requested a review of Dr. 
McDonough’s report. 

A55. NCI staff met with Sen. Dorgan, Dr. McDonough, and DoE staff to discuss report 
and further research 

12/16 Ms. Duane’s personal notes from briefing for Sen. Dorgan 
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A56. 

AS7. 

A58. 

A59. 


DCE Annual Report included reference to I-I3 1 project 
10/93-9/94 1994 Annual Report of Radiation Effects Branch 


ogies-atid draft map at NATO meeting in 


January presentalicm 
Austria 

5/95 /' Bibliography Citajl 


November presentation at CDC international workshop on environmental dose 
reconstruction 

Preliminary draft map presented to the Health Physics Society meeting in San 
Francisco 


1995 


A60. 

A6f. 

A«2. 

A63. 

A64. 

A65. 

A66. 

A67. 


A68. 


A69. 


A70. 


Subannexes computer-complete by early 1993. Printing task begun 

Senior staff member (Masnyk) was detailed in October to assist with the 

Chernobyl research project 

Ukraine leukemia study negotiations underway 

Pilot hms of procedures in Belarus 

Extensive travel (6-8 trips each) required of Drs. Wachholz and Bouville to effect 
these actions 

Interagency management and funding issues led to perception of project 
difficulties by Ukraine and Belarus 

Another study in collaboration with scientists in Slovenia and Israel 
March presentation of 1-131 project at DCE BSC 
3/10/95 Agenda & M inutes from BSC meeting. 

DCE Annual Report included reference to 1-131 project 
10/94-9/95 1993 Annual report of Radiation Effects Branch ehcmicet-aad. 

Physica l Cai ri i i ugL i iLsij Prog r n nr 



on reconstructing doses at annual meeting of 


April presentation of invi^ 
the NCR? ^ 

4/l2-13/9>'^ Bibliography Citation' 


Summary report of Chernobyl studies requested by Deputy Director, NCI . I- 1 3 1 
activities were provided as background 

9/22/95 Executive Summary from Bruce Wachholz to Deputy Director, 
NCI re: Continued Support for NCI Involvement in Studies in 
Belarus and Ukraine Related to Exposures to Radiation and 
Radioactive Fallout from the Chernobyl Nuclear Power Plant 
Accident. 
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1996 

A71. Dr. Masnyk was formally transferred to the REB. and look over major portions of 
the Chernobyl activity 

A72. An internal final review of the 1-131 complete text was begun and a decision 
made to release the report 

A73. Reviewers had looked at technical content of all or portions of the report 
A74. Ukraine leukemia protocol peer-reviewed at NCI & approved by OPRJl 
A75. Formal agreement between US and Ukraine signed in Oct. For leukemia study 
A76. Pilot runs of procedures completed in Ukraine 

A77. Extensive travel (4-6 trips each) required of Drs. Wachholz and Bouville to 
assure Belarus and Ukraine of US commitment 
A78. DoE’s purchasing agent for equipment and supplies (LLNL) withdrew support in 
September 

A79. Request made for 1-131 data pertaining to Oak Ridge, TN region 
A80. Dr. Klausner conducted initial discussion of DCB programs with staff 
A81. NCI answered a letter to Dr. Klausner from the Energy Research Foundation 
A82. DCB budget request for FY 1997 submitted in September for 5100,000 to print 1- 
131 report 

12/9/96 Funding Request for DCB for FY 1997 

A83. Note from DCB to OLCA seeking advice on number of copies for printing 

9/96 E-mail from Virginia Kicsewetter to Andre Bouville re: Public 

Reporting Requirement/Thyroid Cancer related to fall-out. 

1997 

.A84. Final review of text and graphics continued, and revisions were made and re- 
reviewed; final check of the methodology, data 
A85. The transfer of the remaining computer flies from NY to Washington on CD 
ROM 

A86. Preparation of over 100 maps with new software and writing ne\v computer 
programs 

A87. The remainder of the subannexes (80,000) were printed, and final review of all 
text, graphs, maps and tables took place 

A88. Preparation of the entire report in electronic form and converting the remaining 
text into Word Perfect 

A89. Full dataset to be available on the Internet October 1 . 

A90. Thyroid clinical examinations of cohort subjects begun 
A91. March 10 Dr. Wachholz responded to CDC with a letter staring NCI’s intent to 
release the report by Oct. I 

.A92. In April, Dr. Klausner visited DCB for individual Branch 
A93. In April, NCI responded to a request from Sen. Daschle regarding 1-131 fallout 
report 

4/14/97 Memo from Sen. Daschle’s office to DHHS re: 1-13 1 study 

A94. June 2 NCI briefed DoE on the status of the 1-131 fallout study 
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A95. June 27 Senate Committee on Governmental Affairs requested a briefing 
regarding [-131 fallout study 
A96. Briefing held August 6. 

A97. DoE requested a second briefing, which was held July 25 

7/25/97 Ms. Duane’s personal notes from DOE Briefing 

A98. August 5 NCI sent follow-up letter to CDC re-staling NCI’s plan to make data 
available by Oct. I 

8/5/97 Letter from Bruce Wachholz to Dr. Smith re; releasing the 

complete database of 1-131 fallout study as soon as possible. 


GLOSSARY 

A99. 1-13 

(1) 

( 2 ) 

(3) 

(4) 


Fallout Report Includes: 

Main Text - methodology is presented as well as essential data and results 

Appendices - data that are not test-specific, such as the milk production, 

distribution, and consumption, or the pasture practices 

Annexes - data specific to each lest (fallout, concentrations of 1-13 1 in 

milk, etc) are presented, and average doses provided 

Subannexes - estimates of thyroid doses are tabulated for each test, each 

county of the contiguous United States, 13 ages groups, and 4 types of diet 
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25 



7 SENES Oak Ridge Inc. 

Center for Risk Analysis 

f. Ow«n HeffmsA, PreaidanI 
StavM II. SarMI. Vie* Rr**id«nl 



TO: 


FAX NO: 
FROM: 


Subject: 

Date: 

Pages: 

Comments: 


Andre Bouville and 
Bruce Wachholz 

National Cancer Institute 

(301) 496-1224 

F. Owen Hoffman 

SENES Oak Ridge, Inc. 

102 Dormer Drive 
Oak Ridge, TN 37830 

(423)483-6111 phone 
(423) 481-0060 fax 

Attached Report 
May 2, 1996 

19 , including this cover page 



Attached are the preliminary results and conclusions drawn from our work to date. 
We calculated doses for Tennessee children from the Nevada Test Site fallout that are 
equal to the median children in Utah. I don't have an explanation for this. 

A copy of the full report is being sent to you and 1 would appreciate any coiiunents. 

Sincerely, 




OAK RIDGE HEAL TH STUDIES 
OAK RIDGE DOSE RECONSTRUCTION 


A TASK 1 PRELIMINARY REPORT 


FmST ITERATION DOSE AND HEALTH RISK ASSESSMENT 
FOR IODINE-131 EMISSIONS FROM 
X-10 RADIOACTIVE LANTHANUM FROCESSING 


April 1996 


Submitted to the Tennessee Depanment of Health by 

fiM’ihemRisk 
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11.4 Comparison of the Results for a Child Born in 1944 with the Results for a 
Child Born in 1952 

Higher releases of into the atmosphere began during 1952 because of higher inventory 
and processing of fuel slugs arriving at ORNL from Hanford. A child’s thyroid is more 
susceptible to the exposure of in the early years of life. This is reflected in the 
decreasing values of risk and dose conversion factors with time. Therefore, it was decided 
to investigate the effects of the higher releases since 1952 on a child bom in 1952. The 
analysis was conducted primarily for the milk ingestion pathway, because the milk 
ingestion pathway is the dominant contributor to the thyroid dose and the subsequent 
lifetime risk of thyroid cancer. . 


Table 1 1 .7 Results of the sensitivity analysis for the concentration in milk 


Parameter 

Contribution to the uncertainty in the 
concentration in miIk(C^ f%l 


Backyard cow 

Commercial cow 

Goat 

Source term - 0 

2.8 

6.8 

3.0 

Atmospheric dispersion - (x/Q) 

10.4 

15.9 

3.8 

Atmospheric chemistry 




elemental to highly reactive - g,/ 

1.3 

1.1 

1.2- 

elemental to particulate • gu 

1.9 

0.1 

0.8 

elemental to organic - gu 

3.8 

0.9 

<0.1 

Air-to-vegetation - A 

24.2 

53.1 

15.5 

Air-to-vegetation 

4.5 

15.2 

5.9 

Air-to-vegetation - A Vorganic 

0.8 

2.3 

1.7 

Pasture-lo-milk - PM 

50.4 

4.6 

68.2 


Results of this analysis are presented in Tables 11.8 and 11.9 for a female child who 
drank milk from cows or goats grazing at 4 km and 20 km, respectively. To provide a 
direct comparison with the doses and risks to a female child bora in 1944, results from 
Tables 11.1 through 1 1.4 are included in Tables 1 1.8 and 11.9. 
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Table 11.8 A comparison of the estimates of the total thyroid doses and risks to a 
female child bom in 1944 and in 1952 and living at 4 km downwind of X-10. 



95% subjective confidence 
interval for thyroid dose (cGy)* 

95% subjective confidence interval 
for TELR of thyroid cancer 

Lower 

Bound 

Median 

Upper 

Bound 

Lower 

Bound 

Median 

Upper 

Bound 

1 Milk from Backyard Cow | 

1944-1956 

7.4 

83 

890 

1.7 X lO-" 

5.7 X 10-’ 

6.8 X 10-' 

1952-1956 

4.8 

82 

710 

4.3 X lO-" 

1.1 X 10' 

1.8 X 10' 

1 Milk from Commercial Cow | 

1944-1956 

2.3 

34 

BBI 

6.8 X 10'^ 

2.0 X 10'’ 

2.1 X 10-' 

1952-1956 

2.2 

30 

■■ 

1.5 X lO"" 

4.2 X lO"' 

5.3 X 10-' 

Milk from Goat | 

1944-1956 

11 

180 

MM 

- 4.2 X lO"* 

1.2 X 10-' 

2.9 X 10 ' 

1952-1956 

9.0 

230 

mm 

7.0 X lO-* 

3.2 X IC' 

6.4 X 10 ' 


• IcGy = 1 rad 


Table 11.9 A comparison of the estimates of the total thyroid dose and risks to a female 
child bom in 1944 and in 1952 and living at 20 km downwind of X-10. 


Years of 

exposure 

95% subjective confidence 
interval for thyroid dose (cGy)* 

95% subjective confidence interval 
for TELR of thyroid cancer 


Lower 

Median 

Upper 

Lower 

Median 

Upper 


Bound 


Bound 

Bound 


Bound 

1 Milk from Back 

yard Cow 

1944-1956 

0.5 

5.9 

vyi 

oo 

1.4 X 10-’ 

3.6 X 10^ 

8.0 X lO'" 

1952-1956 

0.5 

5.4 

66 

3.6 X 10-* 

8.1 X lO'* 

1.4 X 10-' 

1 Milk from Commercial Cow | 

1944-1956 



23 

8.9 X 10-* 

1.6 X 10^ 

2.6 X 10-' 

1952-1956 



20 

1.4 X 10' 

3.5 X 10^ 

4.5 X 10-' 

Milk from Goat 

1944-1956 

0.8 

14 

190 

3.0 X 10-' 

9.0 X lO-* 

2.1 X 10’' 

1952-1956 


17 

214 

5.1 X 10-' 

2.3 X 10-' 

4.6 X 10’' 


• 1 cGy = I rad 
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The differences in the confidence intervals for the estimated thyroid doses to the two 
children (one bom in 1944 and the other bom in 1952) from the consumption of cow’s 
milk are not significant. However, from the results of confidence intervals for the TELR 
of thyroid cancer to the two children, it is clear (hat a child bom in 1952 is at increased 
risk for thyroid cancer as opposed to the one bora in 1944. It is important, therefore, to 
investigate the doses and health risks to a child bom in 1952 in more detail during the next 
iteration of the dose reconstruction study. 

11.5 A Preliminary Comparison with Other Dose Reconstruction Studies 

The results of this preliminary analysis for Oak Ridge can be put into perspective, by 
comparing it with results from other dose reconstructions performed for releases of 
This comparison indicates that the range of doses for the Oak Ridge child at 4 km is 
surprisingly similar to the doses for either reference or actual children at other sites (Table 
II. 10). The other sites used in the comparison are the study of Utah school children 
exposed loNev^a Test Site (NTS) (Till et al., 1995; Stevens et al., 1992) and both 
reference and actual children exposed to '^*1 released from Hanford (Farris et al., 1994; 
Kopecky, 1995). Furthermore, the doses estimated for the Oak Ridge child at 20 km are 
comparable with the doses estimated for a median or typical child for the other situations. 
These results seem somewhat counterintuitive because the releases of at the other 
sites were much ^ater than at Oak Ridge. 

The release of from the NTS was nearly 5000 times greater than at Oak Ridge. 
However, most of the U*! released from the NTS was injected into the upper atmosphere 
and transported for long distances. The small fraction of NTS deposited in southern 
Utah was associated with relatively insoluble large particles. These particles were not 
retained effectively by vegetation surfaces, and were not as readily taken up by dairy 
cows and secreted into milk (Stevens et al., 1992), unlike the assumptions in this analysis 
for RaLa Ulj released from X-IO. 

At Hanford, the release of H was perhaps more than twenty times greater than for Oak 
Ridge. This large release, however, was compensated for by much greater dispersion of 
in the atmosphere. Air flow around Hanford is not constrained by the presence of 
valley ridges as it is at the X- 10 site. In addition, the distance to the nearest residence at 
Hanford was almost 16 km (Ringold, WA). Furthermore, the “typical” child around 
Hanford was located at distances far greater than 20 km, the distance assumed in this 
study for the “more typical child.” 
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Table 1 1.10 Comparison of uncertainty statements with other dose reconstruction 
studies 





95% subjective confidence interval 


Location 

Release \Ci] 

Reference 

Lower bound 


ur 




(cGyl 

[unitless] 


1.4x10* 

Till et al. 





(1995) 




children) 

maximum 



22 

2300 

10 

median 



0.33 

19 

7.6 

Hanford 

7.3x10* 





maximum refereiue 


Farris et al. 

49 

1,100 

4.7 

dtiid 


(1994) 




“typical child” 



1.9 

52 

5.2 

HTDS 


Kopecky 

33 

477 

3.9 

max of 94! 

HTDS 

median of 841 


(1995) 

2.7 

20 

3.7 

Oak Ridge Dose 

(2.0-5.1)xl(r* 

This study 




Reconstniction' 

(1st hention) 




maximum child at 



8.6 

920 

10 

4 km^ 






typical child at 20 



0.3 

23 

9.6 

km* 







‘l Cl equals 3.7 a 10'“ Bq 
1 cGy equals I rad 

*UF «■ uncertainty factor, which is a ratio between dte uppM* bound of the 9S% subjective confidence bound 
and the SOth percentile 
'^exposed to all pathways. 

‘only consuming milk from commercial dairies. 


The higher uncertainty estimates for doses calculated for children in the vicinity of Oak 
Ridge are primarily due to the preliminary nature of this initial assessment and the fact 
that our state of knowlet^e for many parameters is still incomplete. We expect that 
additional data on critical processes that dominate the overall uncertainty will effectively 
reduce the uncertainty estimates presented in this preliminary report These preliminary 
estimates will be refined in future iterations. The high uncertainty estimates reported for 
the maximum child within a cohort of 3545 school children in Utah primarily reflect the 
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uncertain state of knowledge associated with the deposition of '^*1, its retention on 
vegetation, and its transfer into goat milk (Stevens et al., 1992). The low uncertainties 
reported for the Hanford Thyroid Disease Study (HTDS) reflect the improved state of 
knowledge from data obtained for specific individuals regarding their life and dietary 
habits and the fact that many individuals in the HTDS pilot study were on a diet of 
commercial as opposed to backyard cow milk (Kopecky, 1995). 

f 1-6 Influence of Deposited in Tennessee from the Atmospheric Testing of 
Nuclear Weapons 

A significant confounding source of '^*1 exposure to the residents of Tennessee may have 
been fallout from the atmospheric testing of nuclear weapons. Recent data obtained from 
the National Cancer Institute (NCI) (Bouville, 1995) show that all counties in this state 
were affected by NTS fallout from 1951 to 1957. Using the time-integrated milk 
concentrations (Table 11.11) estimated by NCI for backyard cows, goats and commercial 
milk purchased from the store (along with estimates of uncertainty in these 
concentrations), we have calculated the thyroid doses and TELR of thyroid cancer to a 
child bom in 1951 from each series of weapons testing at the NTS. 

Our results are listed in Table 11.12 for Anderson, Roane, Loudon, and Knox counties. 
The dose and risk in three of the four counties (except Knox County) from deposited 
in NTS fallout exceed the values in Table 1 1.9 for exposures at 20 km to '^*1 from RaLa 
processing at X- 1 0, but are less than the values in Table 1 1 .8 for exposures at 4 km. 

We conclude that weapons fallout may have been a significant contributor to the total '■’'l 
exposure for individuals located within 20 km from the X-10 site. For individuals located 
in valleys adjacent to Bethel Valley, who probably received doses significantly less than 
those who were located along Bethel valley, or for individuals located at distances beyond 
20 km from X-IO, weapons fallout may have been the dominant contributor to the 
total dose. The contribution of global *^*I fallout in the Oak Ridge area to the 
exposure received by populations in the viciruty of the X-lO facility has not yet been 
examined in this study. 


Oak Ridge Dose Reconstruction Task 1 Preliminary Report 


438 


First Iteration Dose and Health Risk Assessment for TASK 1 REPORT 

Emissions from X-10 Radioactive Lanthanum Processing - April 1996 

Overall Results and Discussion Page 1 1’13 

Table 11.12 Doses and Risks from in Nevada Test Site fallout to a child bom in 
1951 in East Tennessee. 


County 

Milk type 

thyroid dose [cGyJ* 

(95% subjective confidence 
interval) 

TELR of Thyroid Cancer (95% 
subjective confidence interval) 

lower 

bound 

median 

upper 

bound 

lower 

bound 

median 

upper 

bound 

Anderson 

goat 

8.7 

63 

450 

5.9x10-' 

7.3x10'^ 

1.1x10'' 

backyard 

cow 

1.2 

6.7 

B 

8.5x10’ 

8.5x10'' 

1.2x10'’ 

commercial 

milk 

0.8 

B 

29 

5.1x10’ 

6.1x10" 

6.5x10’ 

Knox 

goat 

m 

B 

290 

4.7xl0"‘ 

5.3x10'’ 

7.5x10'- 

backyard 

cow 

1.0 

B 

21 

5.6x10’ 

5.7x10" 

7.5x10'’ 

commercial 

milk 

0.6 

B 

19 

4.3x10’ 

4.4x10" 

5,5x10'’ 

Loudon 

goat 

6.1 

48 

360 

4.3x10" 

5.6x10'’ 

9.4x10- 

backyard 

cow 

1.0 

B 

32 

6.2x10’ 

6.3x10" 

9.0x10'’ 

commercial 

milk 

0.4 

2.5 

17 

3.0x10'’ 

3.4x10" 

4.8x10’ 

Roane 

goat 

B: 

57 

422 

1.3x10'’ 

1.1x10'’ 

8.4x10’ 

backyard 

cow 

1.1 

6.2 

39 

1.9x10" 

1.1x10'’ 

7.5x10'’ 

commercial 

milk 

0.8 

B 

26 

1.3x10" 

7.9x10" 

5.2x10’ 


• I cGy equals 1 rad 
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liNTtK-NATlOSAL 


IdOO 



Department of Energy 

Germantown, MD 20874-1290 

lEB. 1 5 1995 


Dr. Bruce Wachholz 

Chief, Radiation Effects Branch 

National Career Institute 

6130 Executive Boulevard, Rm. 530 

Rockville. Maryland 20852-7391 

Dear Dr. Wachholz; 

Cherie Gianino and I found our trip to Minsk, Belarus, January 20-25, 1996, in which we met 
with the scientists and the Government officials involved in the Belarus/American (Bel/ Am) 
Thyroid Study and visited the facilities, very informative. Our visit enabled us to gain a 
better understanding of the status and the needs of the project. 

Following a review of our visit and detailed discussions on the long-term (30-year) Bel/Am 
Thyroid Study with Dr Paul Seligman, Mr. Frank Hawkins, and the staff of the Office of 
International Health Programs (EH-63). we have determined that we have a number of general 
concerns and specific requests relating to the project. These are outlined below, 

General Concerns : 

o Provision of U.S. funds to Belarus for personnel support for the Byelorussians working on 
the Bel/Am study 'will result in a fundamental change in the agreement signed with the 
Belarus Government. This agreement and the Bel/Am Thyroid Protocol state that Belarus 
will support all Byelorussians working on this project. A commitment to provide Belarus 
personnel support also significantly increases the cost to the United States, and lo the 
Department of Energy (DOE) in particular, at a time when DOE’s budget is being cut 
severely. You have indicated the National Cancer Institute (NCI) is unable to provide any 
additional funds. Furthermore, the possibility that a portion of the 5500,000 of matching 
NCI/DOE funds managed by the NCI can be used for Belarus personnel support has not 
been adequately discussed. 

0 The most recent budget estimates that you presented to our office for funds required for 
personnel support in Belarus are more than double what you presented to us several 
months ago. This has severely compromised our fiscal year 1996 budget projections for 
this project. 

0 The personnel needs in Belarus will escalate considerably over the next 3 years as the 
number of children who are actively being followed increases. No other U.S. agency has 
agreed to absorb any of these costs. Such a commitment has the potential of 
compromising all the programs supported by our office. 
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o As you inferred in your January 31, 1996, lener, any financial commitments we make in 
Belarus will need to be repeated (in some cases on a larger scale) in the four studies that 
are either ongoing or being planned in Ukraine. 

0 We continue to be concerned about the numerous reports of delays and difficulties in 
moving the project forward 

o Finally, the oversight committee for this protocol, signed in May 1994, is not established 
The scientific review of this protocol carried out by the NCI in 1993(?) emphasiad that, 
“the oversight group should be established as soon as possible so that the study may 
benefit from the advice and guidance of an interdisciplinary and bilateral scientific body 
of experts." This lack of oversight is of particular concern to us because this project is 
such a long-term (30-year) commitment, and it does not have clearly defined stages at 
which milestones need to achieved and the project reassessed. 

Each of these Concerns has reinforced our view that we need to proceed cautiously with 
regard to providing direct personnel support to Belarus. That is what I did during my visit to 
Belarus. I regret if this has caused you any inconvenience, but it would be imprudent for our 
office to make long-term financial commitments that we cannot meet. As always, our goal is 
to support this important project, while assuring the efficient and prudent stewardship of all 
U S. funds and resources. 

Specific Requests; 


In order to fulfill our budgetary and managerial responsibilities EH-63 would like the 

following information. 

o Progress Report. We would like to receive a progress report for the Bel/Am Thyroid 
Study that includes all progress made since the signing of the protocol. In this context, 
we also would like to work with you and set up a future schedule for completing progress 
reports that would be distributed to all the agencies supporting this project. 

o Organizational Chart. During our meetings in Belarus, Dr. Krisenko. the Belarus Project 
Leader, requested that we provide him with an organizational chart of the American 
scientists who will be working on the study. Please send us a copy of the chart including 
the responsibilities of each of the individuals 

0 Oversight Committee. Dr, Krisenko noted during our group meetings in Belarus that he 
is anxious to convene the Advisory Committee for this projecl. I understand his desire, 
since as outlined in the protocol, the Advisory Committee was supposed to review the 
progress of the project at the end of the project's first year, which was in May 1995. 

Dr. Krisenko provided us with the list of members for the Belarus half of the Advisory 
Committee and requested that we submit our list of American .Advisory Committee 
members to him as soon as possible. We would like to work with you and the NCI staff 
to identify who in the NCI will be in charge of putting together the initial American 
Advisory Committee, and to determine when that individual will consult with us on the 
composition of the committee 
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o Milestones/Funding Agreement for Belarus Support. As we discussed in Geneva in 
November 199S, and on several occasions before and after the Geneva trip, in order for us 
to determine an appropriate level of funding for scientific support for Byelorussians for 
the first year of the project, we need a completed set of milestones that are written with 
clear deliverables for each of the tasks. I was quite pleased that afwr our discussion on 
January 22, 1996, the evening we arrived in Belarus, that you. Dr. Lynn Aospaugh and 
Dr. Andre Bouville were able to generate draft milestones for the first 3 months, which 
could be presented to Dr. Krisenko the next day. Similarly, please provide us with 
adequate milestones that are clearly tied to individual work and people-months for the 
next year. 

o Budget Information. In our effort to ensure that our limited funds are put to the most 
efficient use, we want to determine if there is an overlap of efforts supported by DOE 
(through direct DOE funding to the national laboratories and other contractors) with those 
efforts being supported by the NCI (using the matching $250,000 that NCI and DOE 
conoributes 'each year). Your budget submission for 1996 (as well as for 199S) only 
specifies general categories of expenses and does not provide us enough information to 
resolve this issue and to understand how you are spending the $500,000 of matching 
i funds. We need a more detailed budget from you for 1996. In this context, we have 
incurred significant management costs for the Bel/Am Thyroid Study and would like to 
receive a copy of Everet Mincey's contract and a description of his general duties to 
ensure that there is no duplication of management efforts. 

o Management. We completely agree with the view you expressed in your letter dated 
January 31, 1996, that we need to clearly define the responsibilities of the DOE and the 
NCI in managing this project. To achieve that goal, we would like to work with you and 
the Nuclear Regulatory Commission (NRC) to generate a list of the management 
responsibilities of the NCI and the management responsibilities of the DOE It is 
particularly important to our office that DOE's responsibilities are clearly defined and 
accepted by the all the involved parties, because, as your know, DOE is the agency 
legally accountable for this project. To help us begin this process, please send us a 
draft list of NCI's responsibilities as you envision them. We also would appreciate 
receiving clarification on the role of Dr. David Becker, the Chairman of the U.S. 
Committee, and the rest of the scientific working group. 

As you know, we have many similar concerns regarding the thyroid and leukemia studies in 
Ukraine. In fact, we have temporarily postponed our planned trip to Ukraine (scheduled for 
February 22, 1996) until some of these issues are resolved. Because we share your concern 
about moving both these projects along in a timely manner, we would appreciate receiving 
the requested information by March 1, 1996. 
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Finally, I appreciated receiving your letter dated January 31, 1996. Your letter helped us to 
clarify some of the issues that I have articulated in diis letter. We look forward to working 
closely with you and the NRC on this project and we are anxious to keep our lines of 
communication open. In diis regard, we have not received the information that Mr. Hat^cins 
requested from you in his informal memorandum dated December 21, 199S (copy enclosed). 

Please contact me if you have any questions regarding the items requested at (301) 903-210S. 


Sincerely, 



Health Programs 

Enclosure 

cc w/enclosure: 

A1 Rabson, NCI 
Faye Austen, NCI 
Andre Bouville. NCI 
James Taylor, NRC 
Shlomo Yaniv, NRC „ 

Lynn Anspaugh, LLNL 
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ATTACHMENT 

27 

INTERNAL MILESTONES FOR NCI CHORNOBVL PROGRAM STAFF 
DURING FY 1997 OCTOBER-DECEMBER QUARTER AND BEYOND 


Recent organizational changes introduced on the U.S. side, along with the opening of the 
implementaiion phase of all operations, make it necessar>- for NCI staff to develop interim plans 
for its activities, primarily for the first quarter of FY 97 and extending through calendar year 
1 997. We fully expect to stay flexible so as to be able to react to unexpected contingencies such 
as may occur in this operation, which is new to all parties. .Accordingh'. these milestones will be 
amended as necessary, pehaps monthly. We expect to develop more detailed quarterly schedules 
one month before the beginning of each quarter. 

October 96 Contract concept for support services for the Chomobyl program to be reviewed 
by the Executive Committee. NCI 

Staff visit to Belarus to re% iew progress during the past six months and assess 
readiness to initiate clinical operations 

Staff member and consultants to participate in the workshop on protocols for the 
study of cancer risk among Chomob} ! liquidators at lARC, Lyon, France 

Official signing of the U.S. -Ukraine .Agreement for Cooperation on 
implementation of the scientific protocol for the study of leukemia among clean- 
up workers in Ukraine 

Establish the .American component of the Binational Advisoiy Group for thyroid 
cancer projects 

Establish contact with the V.A .Acquisition Center for procurement of equipment 
and supplies; initiate documentation for their assistance to the Chomobyl Projects 

Sign new' Interagency .Agreement with DOE 

Transfer of funds from DOE to NCI for the Cbomobyl Projects 

Prepare and implement suppon contract with Moscow Institute of Biophysics 
for suppon to the Belzirusan Th>TOid Cancer Project 

Review new priority lists for purchase of equipment and supplies for thyroid 
projects in Ukraine and Belarus 

Draft RF P for suppon contract to Chomob> i Program 


1 



November 96 Approve milestones for Leukemia project 


Sign funding turangement for local suppon to the leukemia project 

First meeting of the U.S.-French Steering Committee for Leukemia 

Arrange for the first meeting of the Binational Advisors' Groups in Kyiv and 
Minsk 

Working teams visits to Ukraine and Belarus 

Two hematology candidates from Ukraine to train at MH in preparation for their 
duties in the leukemia project 

BS.A review of the suppon contract proposal prior to issuing the RTF, if necessary 

Review and approve equipment requests for leukemia project; initiate the 
procurement process 

December 96 Publish the RFP for suppon contract to the Chomobyl Program 
Initiate operations in the leukemia project 

T-wo candidates from the leukemia project to train in U.S.: one in dosimetry, one 
in administrative computer technology 

Review- available operations manuals, forms, questionnaires, etc. for all projects 

1 997 First meeting of the Binaiional .Advisory Groups in Kyiv and Minsk 

Evaluate extension of Minsk operations to Gomel; develop relevant 
documentation for funding, equipment, supplies, local support etc. 

Review initial results of clinical procedures, including examinations, ultrasound, 
laboratory tests and cyiobgy/pathology as appropariate 

Review operation of the DCC's 

Sign the support contract for the Chomobyl program 

Organize quarterly visits of specific working groups to all projects 
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1 997 coni. First annual program reviev.- 

Preparation of Annual Progress Repor. 

Preliminary review of ihe feasibiliiy for Phase II of the Leukemia Project 

Cominued quarterly meetiiffis of the U.S.-French Steering Committee for 
Leukemia 

Review and renewal of IRB approvals 
Review quarterly project reports 
Develop milestones for subsequent quarters 

Ihor J. Masnyk, PhD 
U.S. Project Director 
8 Oct 96 
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R_-\DIATI0N EFFECTS BR.A.NCH - DIVISION OF CANCER BIOLOGY 
CHORNOBVL PROJECTS 


MANAGEMENT PLAN 


FY 1997 - Negotiate and implement an Interagency Agreement (I A) with DOE for 

continuation of the Chomobyl Projects, with complete management 
responsibility assigned to the NCI staff. 

- Negotiate an lA with NRC for continued suppon for procuring equipment and 
supplies for the three Chomobyl projects. 

- Develop a suppon contract to assist the NCI in the management of the three 
Chomobyl Projects: BelAm Thyroid Project 

Ukr.Am Thyroid Project 
Ukr.Am Leukemia Project. 

- Negotiate and implement an lA with Veterans Affairs National .Acquisition 
Center (VAN.AC) for procurement and delivery of equipment and 
supplies to these projects in Belarus and Ukraine. 

- Begin placing orders for equipment and supplies for Ukraine and Belarus using 
the established lA with VANAC. 

- Negotiate two tri-partite arrangements with the Science and Technology Center 
for UTcraine in Kyiv for handling the funds transfer for local support of the 
Ukrainian Projects to be implemented at the Institute of Endocnnology and 
Metabolism and at the Research Center for Radiation .Medicine for the thyroid 
and leukemia studies, respectively. 

- Arrange for timely transfer of funds for local suppon of the BelAm staff. 

- Renew the approval of Institutional Review Board for the protocols used in the 
thyroid studies. Obtain approval for the Leukemia project. 

- Develop a working relationship vvith the French colleagues at IPSN in regard to 
their participation in the leukemia project. 

FY 1998 - Identify and establish the U.S. pa.nicipanis in the Binationa! .Advisory Group for 

the thyroid projects in Ukraine and Belarus. 

- Develop working relationship with staff personnel of the Agency for 
Reconstruction and Development of Ukraine to obtain relief from customs ta.xes 
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on goods delivered to the L'kiainian projects. 

- Monitor work of three projects with the assistance of N'CI staff, N’CI consultants, 
and contract personnel provided under the contract u-ith Columbia University. 

- Develop procedures for the inventory of equipment provided to the three 
projecB; develop a system for timely delivery of consumables required for the 
project. 

- Train select candidates from Ukraine and Belarus in the U.S. 

■ Consider the possibility of an extension of the Bel-tkm thyroid project to the 
Gomel Oblast in order to fulfill the requirements of the scientific protocol, with 
proper consideration of added financial requirements. 

- Attend to the timely renewal if ail LA. contracts and the IRB requirements 

- Develop an amangemem vvith the iiistituiions in Ukraine and Belarus to install 
an NCI representative(s) in residence to facilitate communication between 
study centers and NCI. to ensure quality control, recognize operational problems 
and assist in their resolution by their own and NCI resources. 

- Continue collaboration with international groups by developing optimal 
methodologies for estimating dose to the thyroid and to the bone marrow and by 
collaboranng in possible data exchange on patients examined in overlapping 
studies. 

FY 1 999 - .Arrange for the first meetings of the Binational .Advisory- groups to review the 

thyroid projects in Ukrame and Belarus. 

- Modify the two scientific protocols for the thyroid smdy on the basis of the early 
experience and the recommendations of the Binational .Advisory Group. 

- Prepare for possible inauguration of Phase II of the full leukemia project on 
liquidators and seek funds for interim period of decision-making for Phase 11. 

- Review thyroid screening cancer data for 1986-1996 with a view to reporting on 
the retrospective phase of the study in 2000. 

- Attend to the renewal of the required contracts, agreements and approvals. 

- Renegotiate the commitments for local support in light of expanding thyroid 
screening programs. 

- Develop service and maintenance contracts for the equipment provided for the 
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three projects. 

- Maintain annual inveniorj' accountabuitv for the deli'.ered equipment, 

- Consider the possibility of limiting the annual visits to fewer trips annually for 
overall reviews of the progress, relying primarily on the on-site agents for 
orderly progress of the work. 

- Maintain support of NCI resident representatives in Belarus and Ukraine. 

- Review the results of Phase i of the leukemia project. 

- Continue the training programs 

- Continue to monitor the progress of ail tfsree studies. 

- Continue established collaboration » ith other iniemaiional groups developing 
optimal methodologies for estimating dose to the thyroid and the bone marrow ; 
establish new ties advantageous to the projects, 

FY 2000 - Continue the established routines in regards to renewals of expiring documents. 

permits and agreements, provisions of local support funds, replacement of old 
equipment and acquisition of new equipment, along with timely service and 
maintenance operations. 

- Hold second meeting of Binacional .Advisory Groups to evaluate progress, 
suggest and necessary changes in the research protocols for the thyroid projects. 
and consider whether the retrospective data on thyroid cancer are suitable for 
publication. 

- Prepare preliminary report on the thyroid cancer data for 1986-1996 with a view 
to possible publication. 

- .Make final decision on Phase 11 of leukemia project; if Phase H is approved, re- 
write the protocol based on Phase I results, seek funds for impicmcniation and 
establish Binaiional .Advisory Group for leukemia project. 

- Maintain support for NCI representativ es in residence. 

- .Monitor progress of work on the thjTOid projects. 

- Continue the training program. 

- Continue the efions in intemationai collaboration. 
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Y 2001 - Hold the third meeting of Binational Advisor- Groups to evaluate progress, 

consider changes in research protocol, in operational procedures etc. 

- Maintain support for NCI resident representatives. 

- Renegotiate the support contract. 

- Monitor work on projects in the field through visits b>’ NCI personnel, NCI 
consultants . suppon contract personnel and the NCI representatit es in residence. 

- Submit for publicaiioft first report of retrospective data on thyroid cancer in the 
period 1 986- 1 996 for Belarus or Ukraine or both. 

- Continue continuation of collaboration with imemational groups. 
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ANNEXn 
Tasks and ^dQlestones 


Preamble: 

1 . of maD-month requirements are intoided for administrative purposes only and are 
independent of funding levels. 

2. Milestones may be changed during the course of the study upon mutual agreement of both 
parties. 

3 . Quarterly reports will reflect the progress of each milestone during the period of its 
implementation, with a final report due upon completion of the milestone. 

Taskl SAMPLING 


Milestone 1. Investigate Registry. 


Investigate the Chernobyl Registry. The task is to determine whether the Registry will 
be an appropriate basis for selecting the cohort. Study the possibility of obtaining necessary 
individual data for each member of cohort. Study all information stored in data base of 
Chernobyl Registry. 


Deliverable: 
Report due: 
Period: 
Man-months; 


Narrative report. 

At the end of the first quarter. 
Months 1-3. 

5.0 


Responsible Individual: Dr. B. Ledoshchuk. 

Milestone 2. Obtain Registry Tabulations. 

These are the tabulations of charaaeristics of clean-up workers on the basis of which 
decisions would be made to select the cohort and to choose the information to be taken off for 
each potential subject 


Ddiverable: 
Report due: 
Period: 
Man-months; 


Narrative report. 

At the end of the first quarter. 
Months 1-3. 

6.5 


Responsible Individual: Dr. B. Ledoshchuk 


1 
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Milestones. Verily Record Linkage. 

The effort involves investigating the record-linkage procedures in place at the Chernobyl 
Registry and elsewhere, and determining their adequacy for the operation of the proposed study. 


Deliverable: 

R^rtdue; 

Period: 

Man-months: 


Narrative report. 

At the end of the first quarter. 
Months 1-3. 

6.0 


Responsible Individual: Dr. B. Ledoshchuk. 

hClestone4. Assemble Cohort. 

On the basis of the previous investigations, copy the record elements of the registry file 
for the subjects eligible according to die protocol and transfer this new file to die Research 
Center for Radiation Medicine. Selea the sub-cohort of 1,000 to represent the cohort. 


Deliverable: 
Report due: 
Period; 
Man-mondis; 


Narrative report. 

At the end' of the first and second quarters. 
Months 2 - 6 . 

12.5 


Responsible Individual: Dr. B. Ledoshchuk. 


hClestoneS. Selea “Lost to Follow Up.” 

To find “Lost to follow up” among cohort members resident in one oblast under study. 
A representative sample of 50 persons will be chosen. 


Deliverable: 
Report Due: 
Period: 
Man-months: 


Narrative report. 

At the md of die second quarter. 
Months 4-6. 

7.0 


Responsible Individual: Dr, B. Ledoschuk 

Milestone 6. Complete Search for “Lost to Follow Up.” 

Tracing of “Lost to follow up." The task is to find the "Lost to followup" and determine 
the best method of minimizing “Lost to follow up" in Phase E. 

Deliverable: Narrative report. 


2 
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Report Due: , At the end of fust and second quarter. 
Period; Months 4-6. 

Man-months: iS.O 


Responsible Individual Dr. B. Ledoschuk 


Milestone 7. Identify High-Dose Subcohort. 


The task is to identify subjects having doses greater than 0.5 Gy. 


Deliverable: 
Report due: 
Period: 


Narrative report 

At the end of the first and second quarters. 
Months 1-'^. 


Man-months: 13.0 

ResponsBiIe Individual: Dr. V. Klimenko. 


TaskQ. Dosimetry 

Milestone 8. Investigate Dosimetry Sources and Needs. 

Contact will be established with potential holders of primary dosimetric information 
(Chomobyl NPP, “Pripjat” Association, “Complot", Dqraitment of Construction-605, etc.). 
Archives of organitations vdiich had participated in clean-up as well as databases of acting 
dosimetric departments will be analyzed. On the basis of tire analysis of the available 
information, a conclusion on the usefulness of the above-mentioned data for dosimetric support 
of the project will be made. 


Deliverables: 
Report due: 
Period; 
Man-months; 


Narrative report. 

At the end of the first and second quarters. 
Months 1-6. 

9.0 


Responsible Individual: Dr. V. Chumak. 

Milestone 9. Study Tasks of Clean-up Workers. 

An analysis and systematization of information about the kinds, localization, periods and 
purpose of activities carried out during the clean-up will be performed. This analysis will 
require the participation of a qualified dosimetrist who is familiar with the history of clean-up 
and characteristics of tTOrking sites. This work will be based on official data as well as on 
interviews with persons who were responsible for the organization of the work at different stages 
of the clean-up. Working conditions and environments at the time of clean-up will be 
categorized. The aim of this categorization is two-fold: possible assignment of dose estimates by 
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a grovip method and, evaluation of die usefulness of die acquired infonnation for the design of 
questionnaire 

Deliverables: Narrative report. 

Report due: At die end of the first, second, third and finirdi quarters. 

Period: Months 1-12. 

Man-mondis: 15.0 

Responsible hidividual: Dr. V. Chuinak. 

MUestone 10. Do 20 Representttive Workers. 

R illing out the route list-tin the quesdoimaire) and reeonsmicdon of individual dose will 
be petfonned for 20 reasonably representative liquidUDis. Doses will be reconstructed 
according to methods developed by RCRM, IBP (Moscow) and Chenuibyl NPP and will include 
the following elements: filling out the quesdomiaire snd preparaliOD of the route list with 
participation of an expert vdio is extremely familiar with die history of clean-iqi conditions at the 
woikiiig sites; analysis of the data included into the route list for evahiadon of likelibood of the 
rqxiited data; analysis of the dose by three independent experts and derivahon of one dose 
estimate per sibjeo. 

Deliverable: Nanadvet^ort 

ReportDue: At the end ofthe second, diird.fouTdi,fifdi and sixdiquatten. 

Period: Mondis 6-18. 

Man-mondis: 14.0 

Responsible Individual: Dr. V. CSiumak 

Milestone 1 1 . Inventory Questionnaire Data. 

The major data arrays of this kmd are the database of CbNPP, materials of the 
Interaatitmal Comottium and an archive of the dqiarment of dosimetry of C31M. Inspection of 
databases containing the results of survey and dose estimation ^ be required. The result of the 
work will be a conclusion abcxn the current status of acquiring exposure infonnatkm for 
dosimetric support of the Project 

Deliverables: Narrative rqxnt 

R^ndue: At the end the second and tiiird quvters. 

Period: Months 2-7. 

Man-mcmtiis: 6.0 

Responsible Individuid: Dr. V. CTiumak. 


4 
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Milestone 12. Estimate Need for New Questionnaire Effort. 

Determine whether an available questionnaire is adequate for obtaining epidemiological 
and dosimetric information or a new one must be designed. 

Deliverable: Narrative report. 

Report Due: At the end of each quarter 

Period: Months 1-18. 

Man-months: 5.0 

Responsible Individual: Dr. B. Ledosdhuk 

Milestone 13. Investigate Tooth Sampling. 

A centra] bank for storage of teeth extracted according to medical indications will be 
established. Mechanisms of acquisition and transmission of teetii to the central bank will be 
investigated. 


Deliverables: Narrative report 

Report due: At tbe end of each quarter. 

Period: Montiis 1-18. 

Man-months: 12.0 

Responsible Individual: Dr. V. Chumak. 

Milestone 14. Establish EPR Labs; Test Teeth. 

This task includes the whole cycle of activities and methodological research associated 
with the installation of the modem EPR-dosimetric facility. Such activities include; the 
purchase and installation of the modem equipment, tbe adaptation of the currently used 
technique to the new instrumentation, the developmeitt of the high perfoimance routine EPR- 
dosimetric technique, and, finally, the begiiuiing of the routine reconstmction of individual doses 
for participants. 

Deliverables ; Narrative report. 

Report due: At the end of third, fourth, fifth and sixth quarters. 

Period; Monrits3-18. 

Man-months: 62,0 

Responsible Individual: Dr. V. Chumak- 

Miiestone 1 5. Establish Biodosimetry. 

The task implies installation of FISHT method into the practice of the cytogenetic lab. 
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To achieve this goal 4e following activities will be undertaken: receiving, mounting and 
mastering the equipment for FISHT method. 


Deliverables: 
Report due: 
Period; 
Man-mondis: 


Narrative report. 

At die end of the first and second quarters. 
Months 1-6. 

8.0 


Responsible Individual: Dr. M. Pilinskaya 

Milestone 16. Do Biological Tests on Bloods. 

The task is to draw blood'and perform FISHT analysis on at least 30 clean-up wirkers 
with known doses. 


Deliverables; 
Report Due: 
Period: 
Man-Months: 


Narrative rqiort 

At the end of each quarter. 

Mondis 3-18. 

62.0 


Responsible Individuals: Dr. M. Pilinskaya and Dr. V. Klimenko 

Nfilestone 17. Validity of Biological Dosimetry. 

Cytogenetic observations will be made on 10 to IS patients widi leukemia and lymphoma 
in order w assess the influence of pathology on the doses obtained by biodosimetiy. 


Drfiverables. 
Report Due: 
Period: 
Man-Months: 


Nananve report. 

At the end of each quarter. 

Months 6-17 

3.0 


Responsible Individual: Dr. M. Pilinskaya 

Milestone 18. Accumulate Tissues for Banks 

Blood, bone mairow samples, lymph-node tissues, bone biopsies, teeth from patients 
with leukemias will be accumulated and banked under suitable temperature conditions. 


Deliverables; 
Report Due: 
Poiod; 


Narrative r^rt. 

At the end of the second and next quarter. 
Months 6-17. 


6 
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Mas-Months;, 30.0 

Responsible Individuals: Dr. V. Chuinak 

Dr. V. Klimenko 

Milestone 19. Compare Various Dose Estimates. 

To compare biological and physical doses from different sources. 

Deliverables; Narrative report. 

Report Due: At the end of the sixth quarter. 

Period: Months 15-18. 

Man-Months: 6.0 -r 

Responsible Individual; Dr. V. Chumak 

Task BEL Leukemia and Lymphoma 

Milestone 20. Update 1987-1996 Leukemias and Lymphomas 

Update leukemia, and lymphoma in one oblast under study from 1987 to 1996 among the 
members of cohort 


Deliverables; Narrative report. 

Report Due; At the end of the second, third and fourth quarters. 

Period: Mondts4-12. 

Man-Months; 32.0 

Responsible Individuals: Dr. V. Klimenko 

Dr. B. Ledoschuk 

Milestone 21. Link Leukemias and Lymphomas to Registry, 

Link leukemia and lymphoma among inhabitants of one oblast under study to Registry. 
Link this information with Chernobyl Registry to identify the cases in the cohort study . 

Deliverables; Narrative report. 

Report due: At the end of the fifth quarter. 

Period: Months 13-15. 

Man-montfas; 12,0 

Responsible Individual; Dr. B. Ledoschuk 


7 
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Milestone 22. Diagnostic Review of 50 Leukemia and 20 Lymphoma Cases. 

Analyze 30 representative leukemia and 20 representative lymphoma cases, togedier with 
American scientists, including peripheral blood, bone marrow, lymph-node smears, bone 
biopsies and medical records 


Deliverables: 
Report due: 
Period; 
Man-months: 


Narrative report. 

At the end of the fourth and fifth quarters. 
Months 10-15. 

10.0 


Responsible Individual: Dr. V. Klimenko 

v' 


Milestone 23. Learn Ascertainment of Odier Hematologicr'l Diseases. 

To study the possibilities of ascertaiiting other hematological diseases, Analysis of 
medical documentation of blood and bone marrow smears. 


Deliverables: 
Report due: 
Period; 
Man-months: 


Narrative rqjort 

At the end of the second, third and fourtii quartets. 
Montis 2-12. 

22.0 


Responsible Individual: Dr. V. Klimenko 


Milestone 24. Meeting with Hematologists, Oncologists and Pathologists. 

Meeting with hematologists of all oblasts for the erqrlanation of goals of the projea and 
also to obtain their cooperation. 


Deliverables: 
Rqjort due; 
Period: 
Man-months: 


Narrative report 

Report at the end of the first quarter. 
Month 1. 

6.0 


Responsible Individual: Dr. V. Klimenko 

Milestone 25. Validate Exposure Check-off. 

Determine whether official liquidator status markers exist in emergency medical forms 
used in Ukrainian medical documentation. 


8 
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Deliverabies:, Nairative report. 

Report due: Report at tbe end of the fifth quarter. 

Period; Month 13-15. 

Man-months: 5.0 

Responsible Individual: Dr. B. Ledoschuk 

Task rv. Molecular Biology 
Milestone 26. Bleed High-dose Subjects. 

Getting blood samples for hematological analyses from high-dose persons and processing 
them for long-term storage. 'c 

Deliverables: Narrative report 
Report due: At the end of each quarter. 

Paiod: Months 1-18. 

Man-months: 8.0 

Responsible Individual: Dr. V. Klimenko 

Milestone 27. Obtain and Process Blood and Bone Marrow Samples Brforc Trea tm ent 

To collect and process blood samples and bone marrow samples from new patients with 
leukemia and other hematological diseases before treatment. 

Deliverables: Narrative report. 

Report due: At the end of each quarter. 

Period; Months 1-18. 

Man-months: 16.0 

Responsible Individual: Dr. V. Klimenko 

Milestone 28. Evaluate Training and Equipment Needs. 

To evaluate needs in training and for equipment for molecular study. 

Deliverables : Narrative report. 

Report due: At the end of the sixth quarter. 

Period: Months 16-18. 

Man-months: 3.0 


Responsible Individual: 


Dr. V. Klimenko 
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Milestone 29. Explore High-dose Sample Size. 

Tlie task is to determine whether a sufficient number of high-dose subjects can be 
identified to expect useful scientific results to be obtained in studies of pathogenesis and 
molecular biology. 

Deliverables: Narrative rqjort. 

Rqxin due: At the end of first and other quarters. 

Period; Months 1-15. 

Man-months: 12.0 

Responsible Individuals; Dr. V. Klimenko 

V Dr. B. Ledoschuk 


TaskV, 

Milestone 30. Identify, Trace, Interview 40 Persons; Bleed 20. 

Identify, trace, interview 40 members of die cohort living in one oblast under study and 
get blood samples fiom 20 persons at the time of routine polydinic e x a min ation. At least 20 
taranbeis would be sought direcdy (at home, at work, etc.) for interview only. 

Deliverables: Narrative report 

R^rt due: At the end of second and other quarters. 

Period: Months 4-15. 

Man-months. 40.0 

Responsible Individuals; Dr. V. Klimenko 

Dr. B. Ledoschuk 

TaskVL Training 

Milestone .3 1 . Detennine Tr aining Needs for Phase H. 

Deliverable: Proposals for training. 

R^rt due: At ie end of the sixth quarter. 

P«iod: Months 16-18. 

Man-months: 3 0 

Responsible Individual: Dr. O. Pialak 


10 



Milestone 32. Evaluate Organizational Patterns, Phase E. 

Deliverable: Draft manuscript. 

Repon due: At the end of the sixth quarter. 

Period: Months 16-18. 

Man-mondis; 3.0 

Responsible Individual: Dr. O. Piatak 

Milestone 33. Assemble Advisory (h’oup. 

Deliverable: Proposals’ 

RqKiit due: At the end of the sixth quarter. 

Period: Months 16-18. 

Man-months: 3.0 

Responsible Individual: Dr. O. Piatak 

Task-m Evaluation. 

Milestone 34. Plan Protocol for Phase E— Budget, Design. 

Deliverable; Draft manuscript. 

Report due; At the end of the Efth and sixth quarters. 
Period: Months 16-18. 

Man-months: 16.0 

Responsible Individual; Dr. A. Romanenko 


General Director of RCRM 


A Romanenko 
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1 


DRAFT 


12 May, 1998 

Consolidated Suiimary of Protocol Tasks for Leukemia Study 

The following suimary is intended re-state the June. 1997. draft 
prepared by Dr Pyatak. with up-dates based on discussions and correspondence 
later in the year, especially: 

10/20/97 letter from Dr Finch to Dr Romanenko 
11/14/97 letter from Dr Beebe to Dr Romanenko 
11/21 letter from Dr.- Romanenko to Dr Wachholz 
12/12/97 letter from Dr Finch to Dr Romanenko 

The term "milestone" is equivalent to "task" in the research protocol, 
sections 5. 0-5. 2. 9. but "task is used here to avoid confusion with the 
administrative reporting of progress on a quarterly basis. Numbers in 
parenthesis are those of the relevant sections of the protocol, as in lable 
5.2.9 there. Underlined items have not previously been specifically listed and 
the statements here are based on the indicated paragraphs of the research 
protocol. They requ'-re special attention in reviewing this draft, ibis summary 
does not contain al' the subtasks that may have been visualized or defined for 
the' various milestones: such information is. however, provided for milestones 
4. 6. 21. 24. 25. an 30 in Dr Pyataks 6/97 document, and for milestones 22, 

23, 24. 27. and 30 in Dr Finch's letter of 10/20/97 to Dr Romanenko. 

Task 1. Investigate Reoistry (5. 2. 1.1) 

1) Develop a conceptual model of the State Registry of Ukraine (SRU) 
with a description of the items of information needed for the database. 

2) Determine tne items of information in the individual files that will 
be selected for eacr. member of the cohort (and subcohort) in .t.he formation of 
the cohort (and subcohort) database 

3) Explore the feasibility of the t-ansfer of data- from the Chernobvl 
Reoistrv to the- dataoese for the orciect 

Task 2. Obtain Registry Tabulations (5. 2. 1.1) 

1) Obtain tabulations characterizing the participants in the liquidation 
of the effects of the Chernobyl accident: of particular interest ere 
tabulations of age. sex. year of service, any recorded dose, last known 
residence identifiers, and freouencv of follow-uo examinations 

Task 3. Verify Record Linkage (5. 2. 1.1) 

1) Obtain desc-iotions of any existing procedures for linking the 
Registry with other "iles 

Task 4. Begin to Assemble Cohort (5. 2. 1.2) 

1) Begin to create the cohort file consisting of men who participated in 
the accident work ir 1986-1990. living at the time of registration in 6 areas: 
Dnipropetrovsk. Donetsk. Kharkiv. Sumy. Kiev oblasts and Kiev City. 

(me variables to be taken for each person from the Registry will have 
been decided in Milestone 1) 
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3) The newly created file will be placed on the server of the Center for 
Information Technology and State Registry of the Ukrainian Ministry of Health 
and on that of the Risearch Center for Radiation Medicine. Ukrainian Academy 
of Medical Sciences 

4) A representative subccrfiort of 1.000 subjects will be formed from the 
full cohort accordinc to specifications to be provided 

Task 5. Select 'Lost to Follow-uo" (5. 2. 1.3) 

.1) "Lost to Follow-up" will be defined as men for whom no information 
has been entered in the State Registry for 3 or more years. 

2) 20 such nan who entered the Registry through the Dnieorc^ietrovsk 
Oblast facilities will be chosen at random from those eligible' under the above 
definition 

Task 6. Search for "Lost to Follow-up" (5. 2. 1.3) 

1) Request latest address from dispensary or polyclinic where last seen 

2) Direct-mail inquiry to clean-uo worker at latest address asking why 
he has not been in for an examination lately 

3) Consult othe^ resources for men who do not reolv or cannot be found 

Task 7. Identify High-Dose Sample (5. 2. 1.4) 

1) identify the files that contain dose information 

2) Select men with recorded or estimated doses of 0.5 or more Gy or Sv 
without reoard to oeocraitfiic restrictions 

3) Create a se^ra^ file- soro wav be duplicated in the cohort 

Task 8, Investigate Dosimetry Sources and Needs (5. 2. 2.1) 

1) Assemble available information at the level of raw data 

2) Review inforaation available on various riivsical metnod-S of 
estlmatinc bone ngr-ow dose 

3) Determine what additionai efforts would be needed to arovide physical 
dose estimates (bv environmental oose reconstruction and bv tsR) 

(N.B. Is 'here any description of task 8 other than in the long 
statement on dosimetry provided by Or Pyatal In June. 1997?) 

Task 9. Study Tasks of Cleanup Workers (5. 2. 2.1) 

Collect and analyze available i r, formation. on tvoe of work, workino 
environment, workinc -onditions. cate of exposure. ~ and duration of exposure 

Task 10. Hake Physical Dose Estimates for 20 Workers (5.2.2. 1) 

1) For a representative sample of 20 workers. e;G)er1ment with various 
methods of phvsica' sc se reconstruction 

Task 11 . Inventory Questionnaire Data (5. 2. 2.1) 

(This task was superseded by the decision to collaborate 

with the *10 investigators of cleanup workers in BY and the RF in 

the develc-Mient of a common instrunent) 

Task 12. Estimate Need for New Questionnaire Effort (5. 2. 2.1) 

(This task also was accomplished by the decision to collaborate 
with the WHO team) 
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Task 13. Investigate Tooth Sampling (5. 2. 2.1) 

1 ) me semoliriC situation will pe investioated with a viev to 
□etermininc how best tc obtain lootn enamel on memoers ot the subcohprt and on 
cases of leiikemie ane: lymphoma 

Task 14. Establish EPR Dosimetry Lab (5. 2. 2.1) 

1) Strengthen existing facilities wich necessary eouioment and sunnlies 

2) Continue methodologic reseercn including exchange of samples with 
reference laboratories 


Task 15. Establish Biodosimetry Lab (5. 2. 2. 2) 

1) Sti~encthen existing facilities with necessary equipment and supplies 

2) Pe'-form ne--essr.rv .trainino 

Task 16. Do Biological Tests on Bloods. (5. 2. 2. 2) 

1) In support of the task of comparinc the various methods of dose 
estimation, for a well-chosen sample of 50 workers with EPR anc 
environmentally reconstructed dose estimete.s Independent dose estimates will 
be made bv the PiSn method 

Task 17. Validity of Biological Dosimetry (5.222) 

1) Blood samples obtained prior to therapy for leukemia and Ivmphoma 
will be investioatec bv cvtooenef'C metnoos incluoino FlSn, to dete'~mine 
whether cvtocenetic oose estimation is compromised bv the presence of disease 

Task 18. Accumulate Tissues for Banks (5. 2. 2. 2) 

1) Study possibilities for accumulating tissue and begin creating a 
tissue bank for patients with leukemia and l^phoma 

2) Evaluate ex'stinc orocecures and eouioment for archiving teeth and 
derivative material 

Task 19. Compare Various Dose Estimates (5. 2. 2. 2) 

1) prepare a formal design for comper'inc doses obtained independently bv 
environmental nose reconstruction. r=R. and PiSH for 60 workers 

2) Locate and oleed the 60 workers for PISH determinations (Cf Task 15) 

3) Analyze tne results statist'callv in pairs of meinods and to the 
extent nos.sihle with tne numoers availanle for all three methods 
simultaneously 

Task 20. Update 1987-1997 Leukemia and Lymphomas (5. 2. 3. 2) 

1) Search for leukemia and lymohoma cases among men aged 20-60 in the 
records of the Hematological Department of the Dnipropetrovsk Oblast Hospital, 
the oblast oncologic diipensary. and the disoensary branch for monitoring 
Chernobyl victims, note anv indication of Chernobyl status and compere the 
resulting list with the State Chernooyl Registry 

Task 21. Link Leukemias/Lymphomas to Registry (5. 2. 3. 2) 

1) Search the State Registry for the cases of leukemia and lymphoma 
found in Task 20 

2) FyaluatP the State Chernobv'' Reoistrv as the primary source of 
information on leukemi.a ano IvmDhcma in tne studv cohort for the period 19B7- 
1997 
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Taste 22. Review Diagnoses of 50 Leukemias and 50 Lymphomas (5. 2. 3. 3) 

1) From each of the 5 participating oblasts and Kiev City the clinical 
material (clinical record and any and all pertinent hematology slides of 
peripheral blood and bone marrow) will be assembled for representative cases 
of chronic mvelogenous leukemia (i or more), acute leukemia (3 or more), 
leukemia-related disorders, i.e.. rayelodysolasia. myelofibrosis, polycythemia 
vera. thrombocythemia . etc.. (2 or more). non-Hodgkin’s lymphoma (3 or more). 
Hodgkin s disease ( 2 or more), and multiple myeloma (1 or more) diagnosed in 
the" period 1987-1997 

2) Selection will be made by random nunbers by the epidemiolooy staff 
from lists provided by each oblast supporting clinical material will be 
assanbled. no matter how incomplete 

3) A US (and French)- Ukrainian team of experts will judge the clinical 
and histologic material •fcr adequacy, propose standard diagnostic 
classifications appropriate for Phase II. and recommend corrective measures, 
diagnostic guidelines, and other procedures suitable for a hematology manual 

Task 23. Learn Ascertainment. Other Diseases (5. 2. 3. 4) 

1) The records of the hematology departments of the Dnipropetrovsk 
Oblast will be searched for leukemia -related diagnoses (i.e.. myelodysplasia, 
polycythemia vera. thrombocythemia. aplastic or hypoplas'tic anemia, and 
myelofibrosis), and any indication of Chernobyl status will be noted 

2) Tne resulting list will be searched in the Chernobyl Registry for the 
presence of these diaonoses in that file 

3) A decision will be made as to the feasibility of studying these 
diagnoses in the cohort for the period 1987-1997 

Task 24. Meeting with Hematologists. Oncologists, and Pathologists (5. 2. 3. 5 & 
6) 

1) Early in the project representatives of the Research Center of 
Radiation Medicine will hold a one-day orientation meeting with 1-2 key 
hematologists from each of the 6 study areas to describe the.- plans for Phase I 
and Phase 11 

2) Before interviews begin end blood is drawn, representatives of the 
Research Center of Radiation Medicine, together with US and French colleagues 
will meet with the hematologists and other personnel in Dniepropetrovsk to 
provide detailed information about such study procedures as interviewing, 
drawing, processing, and shipping bloods, diagnostic criteria, and informed 
consent. 

Task 25. Validate Exposure Check-off (5. 2. 3. 7) 

inis task may have been incorporated into tasks 20 and 23 

Task 26. Bleed and Process High-Dose Subjects (5. 2. 4.1) 

Tnis task has been incorporated in task 30 

Task 27. Obtain and Process Pre-Treatment Blood. Marrow (5. 2. 4. 2) 

1) Pre-treatment blood and bone marrow from at least 3 adult patients in 
Dnipropetrovsk with leukemia or a related disorder ( male or female ) and one 
with lynphoma (with fresh tissue) will be processed in accordance with 
Appendix 3 of the protocol 
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2) Lacking adequate material from Dmeqropetrovsk any deficit may be 
filled by material from patients in Kiev 

Task 28. Evaluate Training and Equioraent Needs (for Molecular Biology). Phase 
11 (5.2.4) 

1) From the experience in Phase i specific plans will be made for any 
necessary training end for the orocuremenT of equipment for Phase II 

Task 29. Explore High-Dose Sample Size (5. 2. 4. 2) 

1) From the information obtained in meetino Task 7 a determination will 
be made as to ihe aceouacv of the sire of the sample in lioht of the 
objectives of the protocol 

Task 30. Identify. Trace. .and Interview 40. Bleed 20 (5.2.5. 5. 2. 2. 2) 

1) Select two representative samples of about 20 workers each in the 
Dnieorooetrovsk Oblast from the State Reoistrv 

2) One sample is to be located and interviewed to obtain information 
needed for dose estimation and to obtain a brief medical history 

3) The other semple is to be interviewed and bled at the time of a 
Dol vcl i ni c exami nati on 

4) The general and medical information obtained is to be compared with 
information in the State Chernobvl Recistrv 

5) Tne bloods are to be processed in accordance with Appendix 3 of the 
protocol and shiooeo to Kiev 

Task 31. Determine Training Needs for Phase II (5.2.6) 

1) from the experience in Phase T anv training needs, whether in Ukraine 
or in the US will be c-etermined 

Task 32. Revaluate Organizational Patterns for Phase II (5.2.7) 

1) From the experience in Phase T and the ideas in the research protocol 
a determination will oe made as to the identity of the cooperatino 
orcanizntions ( 4 were planned for Phase I), tne organization 'of the project 
staff in relation to the work of the project and the relationship between the 
project and the var~'Cus orcanizations in the field from-which information will 
be obtained 

Task 33. Assemble Advisory Group. Phase II -(5.2.7) , 

1) An advisory me'-hanism will he visualized 

Task 34. Plan Protocol and Budget for Phase II (5.3) 

1) Revise the present orotoccl on the basis of the reports on the 
individual milestones (tasks in the protocol), once feasibility has been 
Demonstrated and scientific yield reasonably assured 

2) Ihe revision should take into account research objectives personnel 
regui cements enuipment and supplies, and pugoet 


(N 3 Tasks 3'-34 are the ioint responsib* litv of the US (and French) sponsors 
anc me LIkrain-an sncrsors) 
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Sid>j«ct: la iqify to draft pa p er "Consolidated 
summary of Protocol Tasks in Leidcemia study" 
(DeJ Beebe and Dr.Maaqd(. May 12. 1998) 


DearDr. Vacbolz, 

Our gnap and 1 personally am gte^y in^ressed by the *wock. '^dneh vns done by our US 
"Wt are patefol to you fat efforts and realize that all die saaesiota are aimed to 
nt»Vm the of Phase 1 end K^w*wiig of Phase 2 successfiaL 

We have dwroi^hly xe^iecioed all tasks in our ^reups and two fcaenl meetings were 
xo die itgnK We a^iee widi the geaenl idea and most of the si^gesdcos. Ibre 

we jnesesr our *'4iwi m« wit» oq wig of The ^>eci£c edii^ have to be clatioed more precisdy. 

The s^e of project analysis in paper seems to be very tisefiil for analyw so we have 
preserved it in our re{dy. Reqxmse to newly defined items is undalined as m the primsry document. 

Task 1- InTcsttgaSe ■ i ■ . 5^1.1 

1*2) ift"*"* 1 and 2 are the work activities, which have been performed duris^ die 

first the second quarter. We have encountered these sugsestioos in the Quarter 2-report 


Task 2- Obtain tabolatioas- &XI.I 

l)The ta.^ w« during Quarter 1. IdentificR that are used in the Registry have 

been enumemed in the Quarter re p on 1 ax the R^isay individual file variables lisL irtwnm 
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Task 3- Verify records Cnkage- 5^1.1 

l)The task was penonned duiing Quanor I due to the coordinated plan. 

Task 4- Begin to assemble Cohort- 5.2.1.2 

1^) The items were coor dinat ed previously and didn't cause disagreemenis. 

4) The speci^carions of representative cohort formation would be the subject of 
discussion of our eoidemiolodcai group with Ae US side. At the pr esent gtag e subcobort formation 
is nlanne H ag a ta mole of IQQQ penons Stratified bv age and residence at the moment of repistrafinp. 

Task 5- Select "Lost to foUow-up 5.2.13 

1-2) The task was coordinated previously and perfo rmed due Quarter 2 plan. 

Task 6- Seardi for ’Tost to fonow-np”- 5-2.13 

1- 2) These snggesdons are used already during the project eiaboradoo. 

31 All die g vailahle T qediods of "lost to follow-Up" Tteisons localiyatinn is nlanned to be used 
includmp the infoim ationa] ];ea rch in medical hospitals winch are respon^le fbrtiie follow-on. 
Registry o hlasr regional facilmes. PasSPOn offices of the Ministry of Internal Affeim indi vidnal 
post contacts etc. 

Task 7- Identify Hi^-Bosc Sample- 53.1.4 

11 A woric OP identiiving the files that ermtain Hose infonnatioD will be contipued 
21 Persons with doses of 0.5 Gy or higher will be included without regard to geographical 
residence. 

31 A separate file is created for the persoos widt doses of 0.5 Gv and more. 

Task 8- Investigate dosimetry sources and needs- 533.1 

11 Assonblmp the svailahle infermation at the level of raw data is not real. It'S verv 
expensive and not simple at the orpaniTatjonal level. At the short meeting of Dr Chumak with Dr. 
Bouville OP May 1 8-20 . 1998 it was suggested to change the item "assemble available information" 
for "identify the available iDfonnarion". This task was fulfilled during the Quarter 2 and the 
coirespo ndinp ta hle was included to the repon. 

2- 31 There arent objections to perfoim th i«i wnrit; dt ^te these items haven't been included 

to the Protocol -previously. Formally the Ta.gV is -finish^ ip rhiarrer 2. so the hems have to be 

formulated as a separate task or iniuded to die other tasks. 

Task Study tasks of cleaonp workers - 533.1 

1 1 We sp ree to include these items 

Task 10- Make physical dose estimates for 20 workers - 533.1 

] •> We apreg to inclnde these items but it*s not clear •ffar us wh at varioi g mc&ods "f 
dose reconstructiop are plaoned to include. Previously die task was based on._ooe_ method of 
anfllvrie q j dosc recon s tT U C P on. 
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Task 11 -12- InTcotorjr QncstioiiBaire data - 5.2X1 

Estimate Bccd for new qncstioiuiain effort - 5X2.1 

We haven't obieclions provided 'her' ^5*^^ ^ reflect 0^ Mrticice iTr jr pnsimetric 
Wfiric oroiro fCariis. Kriuchkov e.a.1 We have made the s itnificagt aroougt ^ in lliis dgtffigo 
ineiivfir'e yerririyemce jp Quc mnnnaire T nepararioiL jiiterviewcts tramim sort wr rwidv tn 

nanicmale in fulme in praoical guf srinnnaire emnlnvinetit Tnimial research with Kriuchkov on die 

■enft esrimaHnTie- jeeav Clear inStP«- nTTrT ” ■*«"<"■ *i« P roject task 

and how to prepare quar ter ygports. 

Task 13 Investigate toolli sampling -> 5.2.2.1 
n Ve haven't obiecdons. 

Task 14 Establish EPR dosimetry • 5.2.2 J 

v: 

1-21 We haven't obiectioas. 

Task IS Establish Biodosimetty lab • 5JZ.2JI 
1-2^ Ve haven’t obiecdons. 

Task 16 Do biolopcal ttsts ob bloods - S.2.2.2 

in3ns_tedc is necfoaned now despite not g » matwials are pmviHarf n»a m t he Proiect 

50 woriceis have to be iavesrigated bv EPR. FIS H anal y tical dose recon s tr u caon and all the 

reagents were purchawi far this rniarmry of samples. If the figotes are changed go nections have to 

be made. 

Task 17 Validity of biologicai dos im etry - 5.2.2.2 

The miestiOD of Hi<ea«se nenkemia or Ivmphnma'i influgnce On tfa< Itsuhs of CVtoeenetiC 

analvsisis very nDPOttantJo our opinion too, so the coroctions have to be made and as in the task 

16 sufflci cn Tgaggat o namiTv u i' q Blo y^ ^plg s from the Leukemia and hnipboma patieng 

will be transferred tp biological dosimctTV i miT in Ae needed 

Task 18 Accumulate tissues for Banks- 5.2.2J2 

1) The study is in die pi ogr e ss 
21 There aren't objections frran our side. 

Task 19 Compare varions dose estimates- 5.2.2.2 

1-31 There aren’t objections from our side. The n umher of wnples and people under the 
invesrigarion needs to be clarified more precisely (50 or 601 as ir * 

Task 20 Update 1987-1997 Leakraiia and Lymphomas - 5.23.2 

1 ) Search of Leukenua/lyn^homa cases is perfoimed in the records of all the mentioned 
sources with nf r^y^nhyi status. After that search of iU patients is performed is the 

Registry and check of the Registry primary data about dte patients. 
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1) T iHitfiTm'a/ iymphnma (and related pathology) diagnoses establidied in 1987-97 sampling 
is performed among men from Dnqjropctrovsk oblast bom in 192^1966. 

2) Obtained linkage with the Regisa 7 is performed to estimate the effectiveness of such 
a method of case identification in the cohori and Registry cases infomiation completeness. 

methods could be used to evaluate the Registry as a primary source after discussion with 

US side. 

Task 22 Review diagnoses of 50 leukemias and 50 lymphomas • 5.233 

1) Clinical marenal will be assembled from 5 oblasts and Kiev as proposed. 

2) Epidemiological gr o i ^ ) will peiform the needed selecuon by random numbers. 

3) Experts will le-evaluate the r]ipir_al and histologic data and propose diagnostic 
classifreations for Phase 2. 

Task 23 Learn ascertainment, ofoer diseases - 533.4 

1-3) Leukemiarelaiedpathology will be searched in Hematology departments and registry, a 
decision about the feasibiliry of such p^ology will be made. 

Task 24 Meeting with hematolopsts, oncologists and pathologists - 5333 & 533.6 

1) Thy riTTit* schedule of orientatioa rneatings in aI1 tTig regio ns is elaborated and the 
Research Center of Padiarion Medicine tearn^ wi]1 begin from the end of July 

2) Meeting in Dn4>ropctrovsk was held during US/French team visit in May, 1998. 

Task 25 Validate exposure check-off - 533.7 
We have no objections. 

Task 26 Bleed and Process High-Dose snbjects - 53.4.1 
We have no objections. 

Task 27 Obtain and process pre-treatment blood and bone marrow - 5342 

1) We have no objections to include male and female as it's proposed. 

2) Possible lack of material will be filled by Kiev panents' ma t erial. 

Task 28 Evaluate training and equipment needs ( for molecniar biology), phase 2- 534 

] ) We aoTpy witii the need of specific elahoranon and consider for the aid from US 
partners in tiiis asnecr 

Task 29 Explore high dose sample size- 5343 

1 A samnlr is fonsed now on die base of in Hividual files, which are collected in Reseandt 
Center of Radiation Medicine Other sources will be explored and the ad e q u acy of the 'garnpl^ as 
weU. 
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1 1 Twn gmnlg. nf -jO vmrkm each from Dmoro nelrovsk oMm will be sclecied ftoro fee 
masliv M prODOaed. 

Pi^.»mnl«<v» gi be hxated an d imerviewedia proposed. 

•j-yi Second smmle wiD be interviewed «nd Wnnd will h« nKmingd. tnnfeired to Kiev and 
aiaivzed 

41 Comparison of waenl and midical infor murim will )»■ imidf »iih the Chemobvl regisirv 
Task 31 Determuic tnininc needs for Phase 2 - 5^6 

n iTTinirf "*^* ^ I* esrim ated and Irainipe plan will he elshonled. Due V> die 

ttm^mrrra Training m USA if needed will be asked bv die project director fipm the Research Center 

nfp.iii.rinr Medicine 

Task 32 Reeeataate or{anizatioBal patterns for Phase 2 -52.7 

11 Coopemion nannea and Wi pi-n<rinne wi u be detenniDe H end staff maminoinn .. aiell 
on the experience of Phase f fal <lr illftnn»1i<ni ITTdf 

Task 33 Assemble advisoiy granp, phase 2 -52.7 

1 1 Aiivienrv mrrhimiem .rill h. clarified On ifae basjs 01 m utual disoission tad needs of the 

ProiecL 


Task 34 Plan Protocol and Budget for Phase 2-5.3 

11 Revision of PmtnenI .nri Reports win be started m meet the Phase! fiom ihe second half 
of Phase 1 fOoatter41 

21 Reseaich ofaieenves revision -wfll be disenssed whfa US side. peTSOimel leauiremems. 
needed eompmem and sooDiies list win be pteoaied Hv HVrairiim emfrand niiiri» |lY disaissed to 

Plan die budget. US/Ftenefa and Oloaiiiian sponsors will be lesponsibie for plannina of Phase 2. 


Sincerely youis. 


Anatoly Ye. RomaneakOy M.D..— — r,/ 

Academician, Director, 

Research Center for Radiation Medicine 
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ulCRAIN’E-LEtTKEMIA PROJECT 

Manpower RsquiramenCs 

Activity Man-years/i3 months faasibiiit 

study period 

1995-97 1998-2000 


T_ 

Sampling 

1 . 0 


2 . 

Dosimetry 

2 . 5 


3 . 

Laukemia/Lymphoma Study 

2 . $ 

To ba datarmin.ed at 

4- 

?athoganasi"s/Mol . Sioiogy 

1 . Q 

a later date. 

5 . 

Tracing Effort 

2.0 


's . 

Organization/Pianning Tasks 

1.0 


7 . 

Management 

4.0 


To 

tal 

14.0 



Ramunaration at 200 /rnor.th $33,500 

Administrative Overhead 10,000 


TOTAL 


$43,600 
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Budgetary projections for Equipment and Supplies 


1999 2000 

Available Need Available Need 

BelAm Thyroid 


Screening: Mobile team 

Ultrasound equipment 


50,000 

••• 

Ccnmfugc 


15,000 


Laptop PC 

Phlebotomy supplies 

3.000 

5.000 


5,000 

Stationary unit 

Filing cabinets 

Microscope 

5,000 

15,000 

... 

Phlebotomy supplies 

5,000 


5.000 

DCC/Epidemiology 

Voice mail machines 
Upgrade computer net 

1,000 

10,000 


10,000 

Resupply; paper 
lables 

cartridges 

5,000 


10,000 

Maintenance contract 


25,000 

25.000 

Dosimetry Complete unfilled orders 


60,000 

««« 

Clinical laboratory 

Resupply phlebotomy 

10,000 


10,000 

Resupply hormone assays 

25,000 


25,000 

Gomel Extension 

Ultrasound equipment 


50,000 


Centrifuge 


10,000 


Computers 


10,000 


Supplies: lab. clinical. Off. 


10,000 

10.000 

Microscope 


10.000 

• •• 


= If not provided in FY 1 999, will need it in FY 2000 
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1999 2000 


UkrAm Thyroid 

Available 

Need 

Screening: Mobile laboratory 

100,000 

50.000 

Microscope 

15,000 


Computers 

5,000 


Phlebotomy Resupply 

5,000 


Filing cabinets 

5,000 


Clinical laboratory 

Phlebotomy resupply 

5,000 


Hormone assay resupply 

25,000 


DCC/Epidemiology 

Voice mail machines 

1,000 


Resupply: paper 
■ lables 

cartridges 

10,000 


Maintenance contract 

25,000 



Outlying feeder organizations 

PC’'*s 

Office supplies 

Replacement, upgrading equipment 

bO 


Available Need 


5,000 

5,000 


10.000 

35,000 


15.000 

25.000 


60.000 

30.000 

25.000 
2 10 


UkxAm Leukemia 

No additional funds anticipated to be needed in FY 1999, until completion of Phase I. 
If Phase II will be implemented, funds for FY 2000 will be required to: 


Set up local feeder stations 100-150,000 

clinical assay reagents 20,000 

Freezers 30,000 

.Additional computers 25,000 

Office supplies 15,000 

Dosimetry supplies 50.000 


-z9o 
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ATTACHMENT 

28 

Public Health Service 

National Institutes of Health 
National Cancer Institute 
Bethesda. Maryland 20205 


Q 


DEPARTMEMOF HEALTH ML MAN SERVICES 


Or. Walter Stevens 
Associate Dean for Research 
1C404 Medical Center 
College of Medicine 
Unlversl^ of Utah 
Salt Lake City, Utah 84132 

Dear Dr. Stevens: 

This letter and the enclosures originally were Intended to reach you 
within 2 months following our site visit at the University last April, 
but, for a variety of reasons, their transmittal had to be delayed until 
this time. Even though we have discussed the content of this material by 
telephone, and, as. a consequence, the University has Initiated certain 
actions, this letter and the enclosures reflect the reviewers* assessment 
of the circumstances and Information presented, reviewed and discussed at 
that time. 

Accordingly, enclosed (Enclosure A) is a suamaity of the reviewers' 
conanents resulting from the site visit at ^e University of Utah on April 
24>25, 1985, for the purpose of a peer review of the National Cancer Institute 
(NCI) Contract M)l-CO*23917, "Assessment of Leukemia and Thyroid Disease 
In Relation to Fallout In Utah." 

As a result of tiie comments, and In keeping with the opinions expressed 
by the University and the University's Advisory Committee, the NCI adopts 
the following priorities, and Is proposing that the Statement of Work be 
revised (Enclosure B) accordingly: 

1. Thyroid Cohort Stuty->h1ghest priority. Extensive management and 
technical issues must be addressed and resolved. 

2. Leukemia Case-Control Study— very high priority. Issues related to 
dosimetry and adequacy of control subjects must be addressed and 
resolved. 

3. Thyroid Case-Control Study — low priority. Defer Indefinitely 
until such time as the thyroid cohort study is satisfactorily 
completed and the leukemia case-control stu(|/ Is well on Its way 
to coiq)1et1on. The stu<ty should be conducted only if remaining 
time and resources are adequate to complete the effort. 

4. Leukemia C<^ort Study--term1nate immediately. 


The University should review the proposed revised Statement of Work, and 
In light of the above, revise Its renegotiation request of March 19, 1985, 
with a separate written justification for comments not considered appropriate. 
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The NCI will consider the resubmission {including objectives, protocols, 
me^odologies, proposed analyses, equipment, budget, and administrative, 
managerial and technical personnel , and defined reporting dates for inter- 
mediate milestones) in the context of the proposed revision of the Statement 
of Work. The NCI anticipates that the Contractor will review the revised 
proposal of September 23, 1981. and identify (1) any deviation from the 
relevant pages cited in the proposed revised Statement of Work, Article 1, 
Paragraph A, and (2) the manner in which activities previously included 
under "Subcontractor Work Plans" (see Article I, Paragraph A) are to be 
accomplished. Estimated costs to complete the proposed revised Statement 
of Work should be provided using tite enclosed format (Enclosure C). 

Again, any renegotiation must take place within the budgetary and time 
constraints of the existing contract. 

In keeping with both the reviewers' opinions and discussions with the 
University Administration, your revised proposal roust address the need, and 
identify plans, to revise and improve project managen»ent and management 
practices, including the acquisition of a senior scientist with a proven 
record of managerial and relevant technical accomplishment. In view of 
past and present difficulties, as indicated in the reviewers' convnents, 
this would be expected to contribute substantially to the resolution of 
many of the problems facing this contract. 

Both the University and Ute NCI continue to find the lack of progress 
and numerous unresolved managerial and technical issues associated with 
this contract less than satisfactory. When a peer review of the project 
at this point in the contract period results in the type of comments 
appended, questions must be raised as to the managerial and technical 
capabilities and/or coonitment of the investigatorls) with respect to 
this contract. Many of these issues have been raised in correspondence 
witii the Principal Investigator over the past two years. However, the 
NCI anticipates that with improved management and technical expertise, 
and with the Increased attention being given to the contract by the 
University, the two highest priority studies within the contract can be 
satisfactorily completed. It has been more than three years since this 
contract was awarded, and it is time to real istically identify the resources, 
and expertise, by means of which the University intends to achieve the 
successful and timely completion of this contract. 

We look forward to receiving the University's response to accomplish 
the proposed revised Statement of Work, and to continue working with you on 
this important study. 


Sincerely, 


^ Nan^ Coleman 

Contracting Officer 
Cancer Etiology Contracts Section 
Research Contracts Branch, OD 
National Cancer Institute 


Bruce W. Wachhol 2 , Ph.D. 

Chief, Low Level Radiation Effects Branch 
Division of Cancer Etiology 
National Cancer Institute 
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Enclosure A 


SUMMARY OF REVIEWERS' COMMENTS 
on 

National Cancer Institute Contract NOI-CO-23917 
"Assessment of Leukemia and Thyroid Oisease in Relation to Fallout in Utah" 


The National Cancer Institute (NCI) carried out a site visit at the 
University of Utah on April 25 and 26, 1985, in order to permit peer reviewers 
to hear directly from and discuss with the investigators and the University 
Administration progress, problems, and priorities pertaining to NCI Contract 
NOl-CO-23917. This visit was a part of the review of the University's 
recommendations and priorities which were submitted by letter of March 19, 
1985, to serve as a basis for renegotiation of the Contract. 

The following observations and conclusions of the reviewers evolved 
from that site visit: 

1. Review Presentation . Since the peer site reviewers had little or 
no knowledge of the project or of many of its staff prior to the site visit 
(other than copies of annual reports, the University's submitted material, 
the University Advisory Comuittee Report, and previous correspondence), they 
were dependent upon and influenced by the quality and substance of the 
presentations made by the investigators and staff. With few exceptions, the 
presentations were disappointing; the presenters were unprepared, unrehearsed, 
incomplete, and occasionally at variance with one another. Given the time, 
effort and monies already expended on this project, a well-prepared program 
with clear visual aids, unequivocal and justified approaches to the choice 
of analytical tools, well-reasoned methodology for using dose or exposure 
data, and well-defined objectives, protocols and accomplishments were 
expected. 


2. Management . Although the project is receiving more attention from 
management than heretofore, particularly through the efforts of Dr. Walter 
Stevens, it is obvious that other duties preclude his full-time attention to 
this contract. Although his involvement has led to significant improvement, 
it is clear that there remains a lack of strong and effective day-to-day 
technical and administrative direction, little or no unity of effert, and 
no well-defined protocol with milestones leading to a successful and timely 
completion. This is particularly distressing considering the size, scope, 
complexity, sensitivity and multi-disciplinary nature of this project. If 
a modified scope of work, even at a reduced level, is to be completed 
successfully and with technical excellence, the leadership of the project 
must be inproved; no single factor is considered to be more Important to 
its success. This lack of effective management was evident in the absence 
of agreement and cooperation among present investigators, the absence of 
clear and defined responsibilities, the inability to resolve differences 
of opinion, and a lack of planning and decision-making capability. 
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Each of the project tasks requires a management plan, in writing, which 
is considerably more comprehensive than a simple time-line- Specific and 
realistic goals for each component and activity of the project must be 
clearly identified as to purpose, protocols, methodologies, use, influencing 
factors, uncertainties, etc., including what is due, to whom it is due, 
when it is due, in what format it is due, and the person responsible for 
it, together with a master plan of how it all interrelates, including 
specific data analyses and presentation formats. 

For each component there also should be a quality assurance plan, 
including a written guide, documentation of all data bases, algorithms, 
linkage methods, etc., means to preserve data and program codes, and 
documentation of data verification and quality control procedures. 

It is important to plan analyses well in advance of the time that data 
will be available; any conclusions reached from this study will be more 
convincing if the procedure for analysis is defined before the data are 
examined. Such a written protocol for analysis should be reviewed by 
qualified statisticians and epidemiologists prior to the coiniletion of 
data collection. 

Managerial and technical leadership on a day-by-day basis is needed to 
guide, unify, and coordinate the various investigators, and to motivate the 
staff to function as a team rather than to act as separate and conpeting 
entities. The lack of administrative and technical direction was particularly 
noticeable with respect to the dosimetric conponents of the study, especially 
those related to the exposure of persons to radioactive iodine, and the 
corresponding estimate of the thyroid dose. Accordingly, the reviewers 
recommend that the University obtain the services of a senior scientist who 
has a proven managerial and technical record of accomplishment, has a 
background in all relevant technical aspects of the project, especially 
those pertaining to the dosimetry (e.g., a highly competent physicist or 
biophysicist also skilled in environmental dose assessments), and who 
will be committed full time to the management and technical direction of 
this contract, and given appropriate authority. 

The reviewers are of the opinion that the dosimetry is a vital and integral 
component of this study, without which any results will be greatly diminished 
in value (i.e., if any thyroid abnormalities are observed the results will 
lead only to speculation if there is no quantitative relationship to fallout). 

If thyroid dosimetry sufficient to meet the objectives of the contract 
cannot be carried out, the objectives of the contract are compromised, and 
continuation of the contract should be reevaluated. 

3. Thyroid Cohort. It is generally agreed that this study is potentially 
the strongest study in the project and should receive the highest priority 
of resources and effort. Therefore it was surprising and distressing to note 
that after 3 years the planning and implementation of the thyroid dosimetry 
still appears to be rather preliminary. 

A number of observations and recommendations follow: 

a. Responsibility for all aspects of the thyroid dosimetry must be firmly 
fixed and clearly defined. 
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b. There is concern that estimates of exposure to radioiodine are 
proceeding from basic principles, when in fact much work has already been 
carried out and evaluated by the scientific community. Advantage should be 
taken of currently existing data and dose methodologies that are available 
without attempting to derive all of the methods from basic concepts. 

Consequently, there is no need to reinvent radioiodine dosimetry in order 
to be ‘independent*; however, the existing methodologies must be assessed, 
and the selected methodology must be credible, defensible, and documented. 

To date there Is little evidence of such an effort, and the results accordingly 
do not appear to be commensurate with the time, effort, and dollars expended. 

c. If the thyroid dosimetry is to be completed within the constraints 
of the contract, the reviewers consider it necessary that use be made of the 
data, methodologies, and findings of other relevant studies (e.g., the 
Department of Energy [DOE] Offsite Radiation Exposure Review Project). 

These other studies should be reviewed for accuracy and scientific integrity, 
and applied as appropriate to this project. Despite the fact that one University 
staff member is on the DOE Dose Assessment Advisory Committee (DAAG), 

another attends a11 of the DAAG and DOE Working Group meetings, and the DOE 
Scientific Director and the scientist responsible for DOE environmental 
transport models both are members of the University of Utah Advisory Committee 
for this project, there is no apparent close working relationship between 
the two projects or verification/evaluation of each other's efforts. 

d. Relevant to (c) above, the reviewers recommended that the University 
of Utah make arrangements with the Department of Energy to assess and, if 
appropriate, to use the more accurate Town Data Base (TDB) rather than the 
Survey Meter Data Base. 

e. The reviewers noted that no sensitivity analyses have been carried 
out to establish which variables are the most important and/or on which the 
levels of uncertainty can be meaningfully reduced. Without such analyses, 
efforts remain diffuse and unfocussed. Preliminary sensitivity analyses 
would help to determine which variables are important and to establish both a 
good data base and an appropriate algorithm for incorporating these variables. 

f. Particular emphasis must be given to defining the uncertainty of the 
specific steps of any dose assessment. At some point the uncertainties 

must be addressed at least in qualitative terms, with quantitative estimates 
of uncertainty being provided to the extent possible. 

g. The reviewers question whether ultimately it will be possible to 
assign an individual dose that will be much more reliable, given all of the 
uncertainties, than a dose assigned on the basis of the ORERP internal dose 
file for the thyroid dose which is based upon life style, location, age and 
sex factors. Independent evaluation and verification of this approach may 
be a productive approach to the dosimetry issue. While milk consumption 

by an individual would be expected to be important in determining an individual 
dose, the extent to which there will be any concommitant Improvement in the 
reliability of the dose estimate is not known. Here, again, a sensitivity 
analysis would have been helpful in determining whether or not large expenditures 
of resources should be comnitted for this purpose. 
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h. It appears that little or no coding of dosimetry data for machine 
processing has been done. This is attributed, at least in part, to the lack 
of any organized and detailed description of how the data are to be treated 
in arriving at thyroid dose estimates. 

i. There Is serious concern that the thyroid cohort control group is 
not being given the same consideration as the exposed group. At least sme 
sort of group or location estimate of dose should be provided for the Arizona 
subjects, rather than to assume that their exposure was zero. It would be 
desirable for calculations of dose to these subjects to be done in the 

same manner as that used for the exposed group. 

j. The presentation and definition of the thyroid dosimetry algorithm 
were not clear. Subtasks that the reviewers did not find included: 

“ Expression of the algorithm in terms of quantities, including appropriate 
mathematical notation. 

° Definition of all links with the survey questionnaires; identification 
of how the data from each question will be handled. 

° DocumenUtion of the methodology and of any computer program to be used. 

” Validation of the milk contamination model; comparisons of predicted 
milk concentrations to those from documented fallout occurrences in 
southwestern Utah. 

° Evaluations of the overall uncertainties in the thyroid dose prediction. 

^ A detailed flowchart. 

k. Particular attention should be given to those cohort subjects who 
moved into the area after the period of fallout because both they and the 
“exposed" group reside in the same general geographical area, and may, 
consequently, be tested "blind” by the examiners. In addition, the thyroid 
dosimetry may be more attainable on this group of controls, relative to 
the "exposed” group, than on the Arizona control group. 

l. Consideration should be given to interviewing both subjects and 
their parents on the "Milk Intake" interviews to provide a validity check. 

m. The reviewers expressed concern regarding the validity of the "Milk 
Survey" and the use to which the results of the Survey will be put. Specifi- 
cally, while numbers will be obtained from the Survey, the possibility 
exists that these numbers may be inaccurate to varying degrees and therefore 
may compromise the usefulness of the study. One reviewer suggested that an 
alternative to this approach is to divide milk production into three categories 
based on the source of milk as determined by the cohort in the survey: 

(a) the backyard cow; (b) small processor (a few farms); and (cl large 
processor (many farms that may include some imported milk). One might then 
use existing data and records of processors and former processors to determine 
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the amount of dilution. In addition, the weather data could be checked to 
make inferences about crop productivity. On the basis of this information 
persons would be assigned a dose that would include milk consumption data 
and the estimated concentration of radioiodine in milk. Cohorts who derive 
milk from more than one source during the study period would have a weighted 
average concentration. This approach was thought to be at least as, and 
perhaps more, defensible than the method currently being proposed. 

n. A number of detailed comments include: 

° An acceptable method of estimating intake for a group of animals 
may be inappropriate and inaccurate for the individual animal. 

This must be considered if an evaluation is made of one or a few 
cows as compared to a herd. 

' If nutrient balancing is to be used to reconstruct intake, dry matter 
and total digestible nutrients must also be factored in. 

° Extensive surveys and calculations aimed at those pathways which do 
not contribute significantly to the dose should be eliminated. It 
should not take long to do a few calculations to determine whether 
the attention to goats and vegetables is justified. 

' Have the studies carried out in the United Kingdom regarding iodine 
dose estimates (e.g., the Windscale accident, recent assessments by 
the National Radiological Protection Board) been reviewed? They 
may provide Insight and save resources. 

° Has sprinkler irrigation employed at the time, and to what extent 
did this (and rainfall) reduce estimated dose in associated areas? 

0 . The information presented on the findings of the clinical examina- 
tions was unexpected. These limited and very preliminary data show that 
there is not much difference between the "exposed" group and the "unexposed" 
group, but that both differ significantly from generally accepted prevalence 
of abnormalities in the general population. At some point this will need to 
be addressed if the preliminary observations hold up. 

4. Leukemia Case-Control . The reviewers are in agreement with the 
redirection of the methods to estimate doses, i.e., to use the Environmental 
Measurements Laboratory soil and gummed film data sets rather than attempt 
to develop extended fallout patterns throughout Utah based on modelling and 
existing contour data. There are, however, several factors which are 
extremely inportant in estimating these doses and dose rates, which appear 
to have received little attention, much less resolution, by the project staff: 

® The large uncertainties already associated with the estimates of 
exposure. 

" The significance of variations in levels of background radiation. 

’ The errors due to the necessary interpolation and extrapolation 
from one location to another. 
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° Whether the Nevada Test Site fallout contribution to the dose is the 
dominant or even a major dose component. 

° The variations in the shielding factor associated with differences in 
lifestyles and in the characteristics in dwellings. 

° The appropriate factors for converting air dose to bone marrow dose. 

° The relevance of medical exposure history. 


The reviewers are of the opinion that all of the above must be assessed 
and evaluated if there is to be any determination of whether an assigned 
dose is significantly greater than zero for the fallout related doses. 

Given that these variables and their associated uncertainties must be 
accounted for in any interpretation of results, that these sources of 
variation are probably of equal or greater magnitude than the variation 
associated with the fallout, and that they undoubtedly will have an impact 
upon the plausibility of any purported association with fallout, it is 
disturbing to the reviewers that the investigators apparently have neither 
identified nor addressed these problems. 

A major concern about this study is the possibility that intrinsic biases 
may be associated with the planned control group consisting of decedents. For 
example, it was indicated that several of the major causes of death, which 
will figure prominently in the control group, many have rural -urban biases. 

The rationale for the assertion that the LDS death registry (as opposed to 
the state death registry) would avoid such biases was not apparent to the 
reviewers. Since one would expect to see only small, if any, differences 
in exposure between the cases and controls, any subtle biases such as this 
one could well mask or falsely simulate such differences if fallout exposure 
levels may by coincidence be correlated with urban-rural patterns in Utah. 

Even if exposure does not follow clear urban-rural lines, there would 
nevertheless appear to be some potential for bias. 

The reviewers believe that it should be possible to calculate a popula- 
tion weighted dose separately for urban and rural areas (assuming the same 
residence throughout the period). Then, using what is known about differences 
in death rates between urban and rural areas, one could estimate the potential 
for bias for each of several causes of death (e.g., the dose distributions 
and residential patterns could be compared for controls dying of cancer, 
heart disease, accidents, and other causes). Analyses using only certain 
subgroups of controls (based on cause of death) could be conducted; if 
results are essentially the same regardless of which controls are used, one 
obviously is in a much stronger position than if results depend on this 
choice. The use of cancer deaths as controls is a special concern, and the 
comparison of exposures associated with these deaths with those associated 
with other causes is of special interest. Hence, it is important that 
plans be formalized for (a) an additional control group comprised in such a 
way as to minimize known potential biases, and/or (b) additional analyses 
of the projected control group so as to evaluate the magnitude and direction 
of possible biases. Since the addition of extra controls is relatively 
inexpensive in this study (i.e., it does not involve costly elements such 
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as personal interviews), it would seem worthwhile to consider a second 
control group, perhaps more than four controls per case, to allow separate 
comparisons for various causes of death (e.g., based on a subset of causes 
of death which are relatively independent of 1 ifestyle/socioeconoraic/urban-rural 
factors). It may not be possible to maintain the matched design in doing 
so, but this is not thought to be a serious problem since stratifying on the 
matching variables will accomplish the same thing. 

Since individual dose estimates will be available, the data should be 
analyzed in a way that treats dose in a quantitative fashion. There is no 
need to group or categorize exposures although probably not too much would 
be lost as long as several exposure categories are used and trends examined. 

A preference, at least for the initial analyses, would be Mantel's trend 
test. In addition, it may be useful to present observed and expected 
numbers of cases in various categories. This might lead to a decision to 
exclude certain causes of death in conducting statistical tests. At a 
minimum, this source of bias should be considered in the discussion and 
interpretation of results. 

In the contract renegotiation proposal it is proposed to perform 
subanalyses according to age at fallout and induction period. It is inportant 
to plan analyses well in advance of the time that the data will be available. 

It may take some time to decide on appropriate techniques, and to adapt 
software to carry out the needed computations; however, these activities 
should be conpleted prior to the availability of the data. This planning 
process should include procedures to translate the "raw" data into a data 
file suitable for analysis. 

To avoid the temptation of ^ hoc analyses for such factors as dose, 
age at the time of fallout, or time after fallout (e.g., by first examining 
the data to determine the most significant split), the investigators should 
specify in advance, in writing, exactly what comparisons will be made in 
the subanalyses before examining the data, as indicated previously [see 
Item (2) above]. Developing this plan does not necessarily exclude analyses 
not in the original plan, but results of analyses that have been specified 
a priori will naturally carry a much higher level of credibility. 

5. Thyroid Case-Control . The reviewers agree with the University 
that this study should receive a very low priority. The recommendation is 
that it should be deferred until (a) the thyroid cohort study is complete, 
and (b) the leukemia case-control study is near completion. At that time 
the study may be reconsidered if sufficient resources remain to complete 
the study (i.e., time and funds). 

6. Leukemia Cohort Study . In keeping with the low priority given 
this study by the University and the University's Advisory Committee, 
the reviewers recommend that this study be terminated for the following 
reasons; 1) it would add little information to that obtainable in other 
parts of the project, 2) the massive data base required is more appropriate 
for objectives not germane to this contract, 3) it is consuming resources 
far out of proportion to its scientific contribution to understanding the 
health effects of fallout in Utah, and 4) the associated funds could, in 
part, be more effectively used to supplement other studies in the project. 
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29 



nCrAHT/VIENT OF IIEAITH K HUMAN SERVICES 


FwWrc Health S«fv{c« 



TO: 


FPOM: 


DATE: 


NUMBER 


^•Iien*l inctitutrs of 
NMiomI Concer ti>Stitu<c 

Mofylond 20892 


TELEFAX MESSAGE 


Telefax: 

Kane & Address: 


Slo-cfXH-63~dt' 




Telefax: 301-496-1224 
Kane: 


Radiation Effects Branch 
National Cancer Institute 
Executive Plaza North, Rooa 530 




I hi 


OF PAGES INCLUDING COVER: 


I ^ TUy^ 

Aiu:^. 


NOTE: 
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IHCTMTyr iHROKPMHOflOrU TA OSMIHY PCTOBMH 
Im. B, n. KOMICAPEHKA 
akaaemiI WEAM* 1HV1 X HAVK vkpaThh 


3S4n4. KmIs. 

•jm. 8i«LT0paaa»iu, 69 


I “» 

To I Bruos W.Waohholz, 

Chief, Radiation Effeots Branch 
National Institute of Health 
National Concsr Institute 
USA 1 

Faz! 301 493 1224 


T — -on lA.oit 

tSMc (044) 430-37-18. 


rrun: Frof. 
Director 
Institute of 
Ehdoorinology 
and UetaboUsm, 
Ukraine 

Fax: 044 430 37 18 


I Dear Prof, Waohhblz, 


Many thanks again for your help. We need for the work 
of ouj- ffiobil Ksdiosl itsess <T> the oontamlnatsd areas next 
equipment; I 


1. Toshiba Hew Alj*is|- model TOSBEE (SSA - 240A) with a box 

for transportation i i 

- raskigi cf systea (Inal. FVE - 3?S( - 8,76 MHz 

convex transducer) j i 

- S* - V08A 7,6 IliHz mechanical sector traaduser fori 

^li parts (inol.set of waterbag kits): 

- «BK - 52M WalertiBg kit for SM - 708A for thyroid;' 

- U HOC - 240A MBohanloal sector kit for SM 70BA; 

' i ' 

2. Computer (with flr^ter) for the program seourlty of ult- 
rasonic exanlnatlbn. 


3. 

4. 

6, 


Analizer end kits for exanlnstion Of blood hormons. 

I 

Freezers (Z>- i- 

- 20 (portable) ; 


Vaoutanersv^edlJs 2SCOO 



'ltlj> Ho§t regards, 
Hwerely yours. 

Prof, W. Trohko. 

07.12.06 


tee'a 


^<c S6'60-;»o 


rsi« sf 31 


urx-i 
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printer paper for TP-S700 tlj 

Scnopel. ctsitaiiur a 9 lllret 

Blspsp aeeClt 2i( x 2999 
9!epS7 needle 22C x 1999 


*C' (te be used eitb 


eartsn a 9 rolls) 


TOSUBB SB aLI>6S - lodel TBStt (SSB-24Ca) 

- StaO^O packaee ef epstei (inel. PlS-^St (9,7S Ids eoness 
transdocar)} 


1 



498 



f' 


• : IrtCTHTyr.EH/lfflKPKHO/lQhf TA'9BMlHy .PEHOBMH 
..i* B. ri. HOMicAPEtitKA.. 

- ‘ ' AKA^EMlI ME4I4MHHX HAy(l yHPAlHfl;' 




;j4»ta:,Prof:; ii;p;Traiko, 
.'Ipiieol^,: Ukrslnim ' 
: 5 r«UtrtV dr EfriboiijiblOBy- 
.|a^ MeUibo]|isa.’' I^v . 

:Fair com) kao-s^is 


■D^ ^Scill/'l 
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List; of ecuipsient and rdagentt which should be 
supplied ranT-i first on the Am r Lean-Ukralnlan 
Fr ogranise *' Leuksaiae-L^n^oB^ ” 

HEMATOLOGY 

1. diagnostic kits for dlagnostict acute leukeDiaa and 
lynphoiaas . 

2. Mioroecopea. 

3. ^frigerating centrifugee. 

4. Regrlgeratore. 

5. Slide suhjectal and coverjinff. 

6. Needles for iaplementatlon of eternal pusctloaa and 
trepanobiopsy. 

7 . CoB5>uter . 

8. Containers for transportation. 

EPIDSMIOLOGY AND DOSIMSTRY 
1 . Coffiputcrc . 
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SUBSTAN5IAT 

I 


for obtaining of e< 3 ui:^ent 
lmpIeiiter4tation of hystologlcal 
th« Arorican-UkraiRian 
‘'Leuk«niae end Lyaphcji 


il 0 H 
jnecesoary for 
investigations on 
Jrograatse 


For successful implementeticn ; of 
American-Ulcrainian Prograxine "ifeulcemiae 


firis "Carl Zeiss”, 


parapnlne 'blocJcs HMP-110, flra 


hs "Micron”, 
20 000 $. 


pilot phase of 
and LyiDphonaB '* 


the 

the 


i sor 
I I 


Ukrainian Side asks the 
funds for obtaining of equlpsent 
hystoXogical investigations of l^mphosi^. 

List is enclosed. ! | 

1. Microscope fluorescent "Axiosj 
cost 30 000 S. 

2. Station for filling of 
"Micron'', 23 000 $. 

3. Automate for dying HMS TO, fi! 

4. Microtome HM-360, firm ''^icron| 


American Side to allocate additional 
implementation ox 


22 000 $. 


I 


I 


TOTPL P.06 
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Department of Energy 

Germantown, MD 20074-1290 

IfiS, I 5 i99o 


Dr. Bruce Wachholz 

Chief, Radiation Effeas Branch 

National Cancer Institute 

6130 Executive Boulevard, Rm 530 

Rockville, Maryland 20852-7391 

Dear Dr. Wachholz: 

Cheris Gianino and I found our trip to Minsk, Belarus. January 20-25. 1996, in which we met 
with the scientists and the Govemment officials involved in the Belarus/ American (Bel/ Am) 
Thyroid Study .and visited the facilities, very informative. Our visit enabled us to gain a 
better understanding of the status and the needs of the project. 

Following a review of our visit and detailed discussions on the long-term (30-year) Bel/Am 
Thyroid Study with Dr. Paul Seligman, Mr. Frank Hawkins, and the staff of the Office of 
International Health Programs (EH-63), we have determined that w’e have a number of general 
concerns and specific requests reladng to the project. These are outlined below. 

General Concerns : 

o Provision of U.S. funds to Belarus for personnel support for the Byelorussians working on 
the Bel/.Am study 'will result in a fundamental change in the agreement signed with the 
Belarus Government. This agreement and the Bel/Am Thyroid Protocol state that Belarus 
will support all Byelorussians working on this project. A commitment to provide Belarus 
persormel support also significantly increases the cost to the United States, and to the 
Department of Energy (DOE) in particular, at a time when DOE's budget is being cut 
severely. You have indicated the National Cancer Institute (NCI) is unable to provide any 
additional funds. Furthermore, the possibility that a portion of the S500,000 of matching 
NCI/DOE funds managed by the NCI can be used for Belarus personnel support has not 
been adequately discussed, 

0 The most recent budget estimates that you presented to our office for funds required for 
personnel support in Belarus are more than double what you presented to us several 
months ago. This has severely compromised our fiscal year 1996 budget projections for 
this project. 

o The personnel needs in Belarus will escalate considerably over the next 3 years as the 
number of children who are actively being followed increases. No other U.S. agency has 
agreed to absorb any of these costs. Such a commitment has the potential of 
compromising all the programs supported by our office. 
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o As you inferred in your January 31, 1996, letter, any financial commitments we make in 
Belarus will need to be repeated (in some cases on a larger scale) in the four studies that 
are either ongoing or being planned m Ulcraine. 

0 We continue to be concerned about the numerous reports of delays and difficulties in 
moving the project forward. 

0 Finally, the oversight comminee for this protocol, signed in May 1994, is not established. 
The scientific review of this protocol carried out by the NCI in 1993(?) emphasized that, 
"the oversight group should be established as soon as possible so that the study may 
benefit from the advice and guidance of an interdisciplinary and bilateral scientific body 
of expens.- This lack of oversight is of particular concern to us because this project is 
such a long-term (30-ycar) commitment, and it does not have clearly defined stages at 
which milestones need to achieved and the project reassessed. 

Each of these concerns has reinforced our view that we need to proceed cautiously with 
regard to providing direct personnel suppon to Belarus. That is what I did during my visit to 
Belarus. I regret if this has caused you any inconvenience, but it would be imprudent for our 
office to make long-term financial commitments that we cannot meet. As always, our goal is 
lo support this important projtct. while assunng the efficient and prudent stewardship of all 
U.S. funds and resources. 

Specific Requests: 

In order to fulfill our budgetary and managerial responsibilities EH-63 would like the 
following information.^ 

0 Progress Report. We would like to receive a progress report for the Bel/Am Thyroid 
Study that includes ail progress made since the signing of the protocol. In this context, 
we also would like to work with you and set up a future schedule for completing progress 
repons that would be distributed to all the agencies supporting this project. 

o Organizational Chart. During our meetings in Belarus, Dr. Krisenko. the Belarus Project 
Leader, requested that we provide him with an organizational chart of the Amencan 
scientirts who will be working on the study. Please send us a copy of the chart including 
the responsibilities of each of the individuals. 

0 Oversight Committee. Dr, Krisenko noted during Our gr,.v meetings m Belarus that he 
is anxious to convene the Advisory Committee for this project. I understand his desire. 
Since as outlined in the protocol, the Advisory Committee was supposed to review the 
progress of the project at the end of the project's first year, which was in May 1995, 

Dr. Krisenko provided us with the list of members for the Belarus half of the Advisory 
Committee and requested that we submit our list of American .-^.dvisory Comminee 
members to him as soon as possible. Ws would like to work with you and the NCI staff 
to identify who in the NCI will be in charge of putting together the initial Amencan 
Advisory Committee, and to determine when that individual will consult with us on the 
comoosition of the committee 
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0 Milestones/Funding Agreement for Belarus Support. As we discussed in Geneva in 
November 1995, and on several occasions before and after the Geneva trip, in order for us 
to determine an appropriate level of funding for scientific support for Byelorussians for 
the first year of the project, we need a completed set of milestones that are written with 
clear deliverables for each of the tasks. I was quite pleased that after our discussion on 
January 22, 1996, the evening we arrived in Belarus, that you. Dr. Lynn Anspaugh and 
Dr. Andre Bouville were able to generate draft milestones for the first 3 months, which 
could be presented to Dr. Krisenko the next day. Similarly, please provide us with 
adequate milestones that are clearly tied to individual work and people-months for the 
next year. 

o Budget Information. In our effort to ensure that our limited funds are put to the most 
efficient use, we want to determine if there is an overlap of efforts supported by DOE 
(through direct DOE fun din g to the national laboratories and other contractors) with those 
efforts being supported by die NCI (using the matching 5250,000 that NCI and DOE 
contributes each year). Your budget submission for 1996 (as well as for 1995) only 
specifies general categories of expenses and does not provide us enough information to 
resolve this issue and to understand how you are spending die 5500,000 of matching 
r funds. We need a more detailed budget from you for 1996 In this context, we have 
incurred significant management costs for die Bel/Am Thyroid Study and would like to 
receive a copy of Everet Mincey's contract and a description of his general dudes to 
ensure that there is no duplication of management efforts. 

o Management. We completely agree with the view you expressed in your letter dated 
January 31, 1996. that we need to clearly define the responsibilities of the DOE and the 
NCI in managing this project. To achieve that goal, we would like to work with you and 
the Nuclear Regulatory Commission (NRC) to generate a list of the management 
responsibilities of the NCI and the management responsibilities of the DOE. It is 
particularly important to our office diat DOE's responsibilities are clearly defined and 
accepted by the all the involved parties, because, as your know, DOE is the agency 
legally accountable for this project. To help us begin this process, please send us a 
draft list of NCI’s responsibilities as you envision them. We also would appreciate 
receiving clarification on the role of Dr. David Becker, the Chairman cf the U.S. 
Committee, and the rest of the scientific working group. 

As you know, we have many similar concerns regarding the thyroid and leukemia studies in 
Ukraine. In fact, we have temporarily postponed our planned trip to Ukraine (scheduled for 
February 22. 1996) until some of these issues are resolved Because we share your concern 
^out moving both these projects along in a timely manner, we would appreciate receiving 
the requested information by March 1. 1996. 
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Finally, I appreciated receiving your letter dated January 31, 1996. Your letter helped us to 
clarify some of the issiies that I have articulated in this letter. We look forward to working 
closely with you and the NRC on this project and we are anxious to keep our lines of 
communication open. In this regard, we have not received the infonnation that Mr. Hawkins 
requested from you in his informal memorandum dated December 21, 1995 (copy enclosed). 


Please contact me if you have any questions regarding the items requested at (301) 903-2105. 

Sincerely. 



Elaine K. ^lib. Ph D. 
Deputy Di ^ctoj 
Office of International 
Health Programs 


Enclosure 


cc w/enclosure; 

Al Rabson, NCI 
Faye Austen. NCI 
Andre BouviUe. NCI 
James Taylor, NRC 
Shlomo Yaniv, NRC „ 
Lynn Anspaugh, LLNL 
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Dose Reconstruction Program 

(Former Risk Sciences Center) 


Lynn R. Anspaugh, Scientific Director 
(510) 424-6409 
anspaugh .go v 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendrickson39nnl.gov 


February 16, 1996 

TO: Bruce Wachholz 
Elaine Gallin 
Ruth Neta 
Mohandas Bhat 
Shlomo Yaniv 
Lynn Anspaugh 

TELE NO: FAX NO: 

FROM: Sheilah Hendrickson TELE NO: (510)424-6410 

SUBJECT: Equipment Status — Information and Update 

(1) Equipment and Supplies — Belarus 

(2) Equipment and Supplies — Ukraine 

(3) Potential Problems 

— Incremental shipments for IMX equipment 
— Manpower curtailment 


MESSAGE: 

BELARUS — After speaking with Lynn during your January 24 trip to Minsk and in light of 
the temporary uncertainty of our project, and correspondence from Everett, I made the 
decision to stop shipments to Minsk. I have temporarily halted further purchases as well 
and have taken the following actions to minimize our cost (loss) should this project not go 
any further. Following is the current status of equipment with items of concern as noted. 
Comments and guidance are requested on the following: 


We are transmitting 6 pages (including cover sheet) 

Health and Ecological Assessment Division 

HI I Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

C I Lawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L*4S3, Livermore, CA 94531-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 
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1) DHL shipment (sitting in Customs since last November). I delayed and postponed 
the decision (return to LLNL or abandon) with DHL as long as I could. My last request was 
to provide DHL a decision upon completion of your January 24 meeting in Minsk. On 
January 30 LLNL again received a telephone call from DHL notifying us the package was 
still in Customs. I requested the shipment be returned to LLNL. This shipment is 
software/documentation for the dosimetrists and partial software for the computer for 
Alexander Ulanovsky. Shipment arrived back at LLNL, and it will be held here until 
further decision of project status. 

2) Requested ComputerLand to redirect delivery location of computer and related 
software for dosimetrist (Alexander Ulanovsky) and to reroute delivery to LLNL rather 
than Minsk. Part of the order is currently in New Jersey, another part enroule to Minsk 
via Vienna. Both have been intercepted and are now being held at LLNL. 

3) Medical patient file folders. Although Larisa Anspaugh spoke with Deputy Director 
Sviatelik for me as to whether these folders could be delivered to Minsk without further 
taxation (value added tax) to the Institute and without problems for removal from 
Customs to the Institute/Dispensary (he said he didn't think there would be a problem, if 
labeled medical and humanitarian aid), I have decided to continue to hold this item at 
LLNL since we have stopped all shipments and until status of our project is clarified. 
Although storage is an issue, I am attempting to locate and make "temporary" storage 
arrangements without any costs to us. We have 5,000 folders (6 pallets, approximately 3 
tons). The cost of the folders was $9 K. Also, the shipment by air (2-3 week delivery) 
would cost $14 K; by water and land (8-12 week delivery) would cost $6 K. On the latter, we 
could include all items being held at LLNL, as we would have a transport container. 
Should our project in Belarus not move forward, my alternative suggestion is to use it for 
our project in Ukraine. This would require purchase of printed labels with special bonding 
adhesive (Approx. $1 K) to cover the printed logo of the Belarus project; there will be a 
small labor charge to put this label on the folders. Also, last December Dr. Mincey advised 
that there was no sign of the cohort being assembled in significant numbers. 

4) Chemicals for urinary iodine determinations. We have finally "closed out" our 
chemical requisition/purchase order contract from last August. Vendors were not able to 
deliver arsenic, perchloric acid, or potassium chlorate. Only half of the cerium 
ammonium sulfate was delivered, and only by error (It is considered a hazardous 
chemical). These are considered hazardous chemicals and Customs in Minsk, Belarus, 
does not have an area to receive hazardous chemicals/materials. Everett has been 
working this issue since his August/September trip. He asked if we could find a truck- 
shipper to partial deliver if they balked at moving the entire order. However, I need 
DEFINITE direction otherwise I will run in to the same vendor/delivery problems. This 
may be a mute point depending on the outcome of our project. If the project continues 
and these chemicals are really needed, we may have to make an arrangement with a 
collaborating institute in East Germany. How urgent is the need for urinary iodine 
determinations? 
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5) Potential loss of "free use" of an IMX machine. An IMX machine was supplied "free 
of charge" in conjunction with our 1-year purchase contract for quarterly shipments of test 
kits. The IMX was delivered with 1/4 of the test kits. The second quarter shipment was 
due to be purchased and delivered last September. Per Everett, because the project was not 
operating as expected/planned, he requested us to delay this shipment to January 1996. We 
were successful at delaying the purchase and shipment again. The last and final delay has 
been extended until March. We are not fulfilling our part of the contract for purchasing 
test kits in exchange for the "free" use of the IMX machine. We have been notified that an 
order and delivery date must be given the first week in March or the IMX will be removed. 
If the IMX is removed (1) we will be put back on a waiting list for the next available 
machine (once we set up purchase and delivery again), and (2) we stand not to have a 
machine available for our use. 

6) Shelf-life for typhocheck Immunoassay (freezed dried serum) expires in February 
1996. 

7) Shelf-life for Dyno Test Anti-TPO, Thyrax-Assay, Dyno Test Thyroglobulin (reagents 
for gamma counter) is 2 months or shorter. One hundred determinations/kits were 
delivered last on September 5, 1995. 

8) Possible expiration of supplies/reagents to perform calcium and albumin assays for 
Kodak Analyzer. Do we need to be concerned? 

9) Order of special technical software (3 programs) for Alexander (Oak Ridge Software 
Center) is pending. This is the software that requires DOE classification approval. Oak 
Ridge is taking care of this, however, they advise this could take from 3-months to 1-year 
for the approval. This process began the tirst of this month. 

10) The following (in addition to what is mentioned above) are being held at LLNL for 
future shipments: multi-media drawers for the DCC, orbital mixer, platform for orbital 
mixer, 8 additional software with documentation (designated by Oak Ridge) for Alexander. 

We also have "open-ended, on hold, or waiting for Sheilah to return to Minsk' 
items. Bruce, although you received on your last trip in 95 verbal information that "all' 
our equipment was supposedly exempted from custom duties and taxes, we agreed to test 
the system, but to no avail. When I tried to send the multi-media drawers at the end of 
the year, the Institute advised me to wait until we received exemption. Coupled with the 
update of the January 24 meeting, it is obvious this is also an item that is still unresolved. 
It is also unclear to me whether we will in the near future or ever have exemptions for 
office equipment and vehicles. As you are aware, we have been able to get around this 
issue by my purchase of office equipment and supplies from the local market. 
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11) Vehicles — Still waiting for exemption. If we ever receive the exemption, I will need 
to meet with vehicle dealers in Minsk. What was available last month, last week, or even 
yesterday, is not a guarantee the same is available today (limited stock on hand). We have 
not been very successful in telephone or fax requests for information and quotes. We have 
received bottom line quotes but have not received cost breakdowns. However, the 
information that we previously gathered is now outdated. I believe that once we receive 
exemptions we will need to ascertain what vehicles are readily available, and move 
quickly on the purchase order process. A possible alternative is the purchase of Russian- 
made vehicles, which we understand can be imported without duties. The previous 
Project Director rejected this proposal. 

12) Office equipment— Still wailing for exemption. Sheilah to purchase in Minsk 
(company does not accept credit cards or purchase contracts) blinds, required material and 
supplies for Project Office. Per Everett, Deputy Director Sviatelik was to provide a list. In 
addition, Everett requested movable partitions. 

13) Second ultrasound and associated equipment — On Hold. Will need specifications 
from Brill once we are a go with project. You mentioned prior to your January Minsk trip 
that we would probably need to get the Gomel site up and running quickly? Will this 
ultrasound be for Gomel and what other equipment will be necessary for Gomel? 

14) Dedicated communication lines (2) between Dispensary and Institute. I will need to 
set up services on my next trip to Minsk. We previously agreed to temporarily pay the 
monthly rental until the RIRM received monies from the US. Will this change and does 
the Institute remember that they will pay this charge once they receive monies from U.S.? 

15) E-mail services— I will need to set up something better than Lynn or I carrying cash 
to pay for services 4 months at a time. Next trip. 

16) Computer for project office — I put this request from Everett from his previous trip 
on hold. There were computers in the DCC that were available and unassigned at that 
time. 

17) RSA (Rose Systems) Medical laboratory software requested by Everett. This is 
information-management software across multiple disciplines (laboratory, AP, imaging, 
accounting, nursing etc.) Cost is approximately $5 K. On hold until resolution of project. 
Do we support the acquisition of software this expensive? 

18) Unity PC Software (Bio Rad Lab) for Laboratory requested by Everett. This is 
interlaboratory quality control data management and reporting software. Cost is 
approximately $1.5 K. On hold until resolution of project 

19) HP scaimcr requested by Everett and Arthur. On hold. Unclear for necessity. 

20) MOSCOW Dosimetrisls. Office network. On hold pending resolution of project 
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21) Second Phase — On Hold Items 

• Second order of expendables 

• CEnic files (unclear if medical patient file folders will only be used) 

• Second order of Kodak, calcium/aibumin sUdes/disposable tips 

• Second air conditioner for dosimetry group 

• Possible second shipment of paper for Moscow 

• Cytopathology microscope — 1 think this should be completely deleted, 
correct? 


UKRAINE 

Bruce — I received from you on January 19, 1996 the equipment list for 

• 3 pages for thyroid study 

• 2 pages for leukemia study 

Per your note, you requested I look at the list but also stated you have not 
OK'd anything, although it is likely. I would appreciate knowing where we are (timing) 
with these studies. Are the above lists the first phase or just a partial listing? There are 
several things I must have before I can even start the procurement and shipment process: 

• At this time we have not received any money (or permission to use money 
on hand) for the leukemia project. And, of course, the protocol has not been signed. We 
will not begin purchases until we have clear instructions from DOE. 

• Exemption of custom duty and tax letter from Ukraine for ali equipment and 
supplies for thyroid, and leukemia studies. 

• Do you know whether the US has an international agreement with Ukraine 
for Technical Assistance and Humanitarian Aid? This would be the same/similar as the 
copy I obtained between the US and Russia. I could check witti NRC (Gordon Fowler) or 
Department of State (Carol Kessler), if you are unaware. Please advise. 

• 1 will need to set up the databases 

For each study for each participating institute/dispensary 

• I will need to have written acceptance of my "acceptance and transference" of 
equipment and supplies procedures for each study : 

Identify participating mstitutes /dispensaries/? 

Identify who has overall equipment responsibility for study/location 
- Identify who has daily section responsibility at each location 
~ Identity who I am to notity of shipments 
— Identity to whom and where shipments should be sent 

Identity who has responsibility for proper paperwork as dictated by 
acceptance and transference procedures 

Identity who will work with me for annual equipment audits 
Name and title, address, telephone and fax number, e-mail address for 


all the above. 
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I will need to obtain additional information for some of the items on the equipment 
list that you faxed me. We will need to identify the items that can be purchased from their 
local market, ascertain the acceptance of credit cards or purchase contracts from LLNL, or 
based on the exemption of equipment whether it will be necessary for me to purchase 
items in person from their local market. 

Because the Belarus project has not been fully operational in some areas and it is in 
temporary hiatus and because the Ukraine studies are not at a point of procuring 
equipment and supplies, it was necessary for me to drastically cut back support/time for 
one of my procurement coordinators. I have cut back support to 25% time and there is a 
real possibility that this procurement coordinator will not be available for our project(s) 
once we get the go-ahead. Should this happen it will take some time to find a replacement 
and bring this person up to speed. I would appreciate an update on where we are with 
these studies so I mayplan accordingly. 


Sheilah Hendrickson 
Project Manager 
FSU Equipment and Supplies 
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Dose Reconstruction Program 

(Fonner Risk Sciences Center) 


Lynn R. Anspaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

(510) 424-6409 (510) 424-6410 

anspaughl911nl.gov hendrick$on3911nI.gov 


March 28, 1996 

TO: Bruce Wachholz 
Elaine Gallin 
Ruth Neta 
Mohandas Bhat 
Shlomo Yaniv 
CC: The FRETTERS 


TELE NO: FAX NO: 

FROM: Sheilah Hendrickson/L)Tin Anspaugh TELE NO: (510) 424-6409 

SUBJECT: Necessary Actions Taken or To Be Taken Regarding Equipment and 
Supplies for Belarus and Ukraine 

MESSAGE: Unfortunately, there has not been any response to the fax (copy 
follows) sent on February 16, 1996, to the above-named addressees. The prior fax 
contained urgent requests for decisions to be made concerning our operations in 
ordering and delivering equipment and supplies for the BelAm and UkrAm 
Thyroid Projects. This lack of response has been very disconcerting, and, in fact, the 
passage of time has already caused some decisions to be made for us. And, 
unfor^nately, we are sure that some members of the FRETTERS will be very 
distressed that this lack of decision-making has precluded, at least temporarily, the 
ability of the BelAm Thyroid Project to make some kinds of measurements with any 
assurance of quality. 


We are transmitting 10 pages (including cover sheet). 



Health and Ecological Assessment Division Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L*286, Livermore, CA 945S1-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 
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Further, everyone should know that the amount of money allocated to 
LLNL for "administration and coordination" has been cut in half, and we have 
already made significant reductions in our staffing for the purchasing and shipping 
of equipment and supplies. DOE has given us enough flexibility so that we can 
probably continue to perform the essential purchasing functions at the expense of 
money allocated for science, but we no longer have the money, the time, or the 
energy to beg and wheedle NCI to make decisions. Thus, unless we hear 
immediately, the purpose of the present fax is simply to inform you of what 
decisions have already been made for us by the passage of time and of what 
decisions we at LtNL are making immediately in lieu of receiving any response 
from NCI. 


We at LLNL are also concerned that we have not been included in 
recent FRETTERS meetings, like the one in New York City, and we have not been 
included in recent conference calls that ostensibly had been scheduled to include all 
of the FRETTERS. Thus, while some of you may have made decisions in conflict 
with those indicated below, we have no such knowledge. 

BELARUS 

We are in the process of sending a letter to Dr. Viktor Sviatelik to 
indicate what material we intend to ship in the near future. The purpose of such a 
letter is to allow him to make sure that exemptions, etc., will be in place. And, of 
course, any actual shipment will be delayed until we have a positive response on 
the requirements of the funding arrangement. The materials to be included in the 
next shipment would be the medical patient folders, the orbital mixer, the computer 
system for Ulanovsky, and all other materials being held at LLNL. One needed 
decision was whether to ship these materials by air (2-3 weeks delivery) or by land 
and sea (8—12 weeks delivery). As the cost is more than twice to ship by air ($14,000), 
we have decided to ship by land and sea. 

We had not been able to ship all the chemicals that we had purchased 
for urinary iodine determinations, as some of these chemicals are considered 
hazardous. We were told that Mincey would work to solve this problem for us 
following his August/September trip, but no information has been received. We 
had asked the question of how urgent is the need for urinary iodine determinations 
in Sheilah's prior fax. In the absence of any response, Lynn has decided that urinary 
iodine determinations are beyond the primary scope of the project, and we will 
make no further efforts to deliver such chemicals. 


A more serious question involves the IMX analyzer to be used for 
clinical chemistry determinations. The problem was that we have not, due to 
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Mincey's instructions, fulfilled our contract for quarterly shipments of test kits. The 
first quarter's kits were delivered with the machine in June 1995. The September 
shipment was delayed until January. Mincey again requested that this shipment be 
delayed until March. We were told by the vendor that, if the order was not placed 
for a delivery date during the first week of March, that the IMX machine would be 
removed. Unfortunately, there was no response for our urgent request for a 
clarification on this issue, and the passage of time has made this decision for us. We 
presume that this machine has either been removed already or will be in the near 
future; and we have no assurance that we can readily get such a machine again. In 
addition, the IMX kits and many of the other chemicals that had been ordered and 
delivered during September 1995 have a limited shelf life. We presume that none 
of these chemicals can be used for any reliable, quality-assured determinations. In 
the absence of any* clear instructions, Lynn has decided that clinical chemistry is also 
beyond the primary scope of this project, and LLNL is dropping the matter. 

Expensive (about $6,500) software had been requested by Mincey for 
clinical laboratory use. We had asked, if the purchase of this equipment was 
supported by NCI. As there was no answer, and as no one seems to be interested any 
longer in clinical chemistry, this software will not be purchased. 

We had been informed previously that we should be prepared to equip 
the Gomel Dispensary soon. As work in the Minsk Dispensary has not yet been 
started, we don't see any point in starting to equip a facility in Gomel. Unless we 
receive information otherwise, we will not consider the purchase of any equipment 
for Gomel at this time. If such equipment is needed in the future, we will need an 
approved list. 


UKRAINE 

We had received from Wachholz on January 19, 1996, two equipment 
lists (one addressed to Wachholz from Tronko dated December 7, 1995; another 
addressed to Brill from Epstein dated November 20, 1995). We have just recently 
received (March 27, 1996) another composite list from Dr. Brill that he accumulated 
during the January visit. We did not previously know about this list, but had 
assumed that the only lists available were those given to us by Wachholz on 
January 19. 


During the March meeting with the Ukrainian team Lynn indicated 
that some lists of equipment and supplies had been received at LLNL, but that there 
was no evidence that they had been approved by Wachholz. Wachholz indicated 
that he had never seen any list; such reference must have been to the list just now 
forwarded from Brill, as the original lists we had in our possession came from 
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Wachholz. Lynn further stated that no equipment would be ordered by LLNL 
unless there was evidence of some formal process of approval with direct approval 
by both Tronko and Wachholz. 

Such comments have stirred up the Ukrainians to a significant extent. 
We understand that they have been having meetings starting this week among all 
participants (including dosimetrists) in the Thyroid Project, and that a new 
comprehensive list will be forthcoming. 

We at LLNL have been anticipating that there would be an orderly 
process to define the priorities for the purchase of equipment for the UkrAm 
Thyroid Project, and that this process would be similar to that used for the BelAm 
Thyroid Project. Lynn's memory is that this process involved several meetings of 
the FRETTERS for this purpose and that these meetings included one or more 
individuals from Belarus. Thus, it seems most irregular that almost one year after 
the UkrAm Thyroid Protocol was signed that there is no evidence of such a process, 
even though there have been several "management" trips to Ukraine during which 
such matters were presumably discussed. We know that Dr. Brill has accumulated 
lists of equipment, but we presume that these wish lists will need substantial 
pruning by the entire group of FRETTERS before we can proceed. There is almost 
certainly not enough money to purchase everything on the lists submitted or to be 
submitted by the Ukrainians. 

The situation in Ukraine is particularly important in our view, as there 
is $500,000 within our system that originated from the NRC; this money was 
specifically designated for equipment and supplies for the UkrAm Thyroid Project. 
We don't know if there is a problem with this money disappearing at the end of the 
fiscal year, and we ask that those concerned (Yaniv and Gallin) look into this. It 
does not seem at all likely that this money can be spent wisely within the remaining 
months of this fiscal year. However, it is long past time for the process to begin. 
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DEPASTMENT OF HEALTH A. HUMAN SERVICES 


PuWic Service 


Netionei Incxinnee of Hea 
National Cancer Insrhuta 
Betheeda, Maryland 208£ 

Aprils, 1996 


Hlainr K. GalJm, Ph^. 

DepuQ^ Director 

OfEce of Intanarional Health Progr ams 
U^. Ocpartcuait of &iergy 
Gennantown, MD 20874-1290 

Dear Dr. Gallia: 

Following my recum, I received a letter from Dr. Raady Brill with a list of eqmpment 
requested by Dr. Tronko aad his staff for the Ukiame thyroid project. This is not a complete list 
but is what they call their priority list, consisting primarily of diagnostic and pathology needs. 

He had held it pending reinstatement of the procurement process. A second list, inelutiing 
equipment also for a Data Coordinating Center, a central laboratory and dosimetry, was received 
today from Dr. Tronko. 

While a number of items and issues regarding specifres will need to be resolved with Dr. 
Tronko and/or his colleagues, there are at least two altemaxive ways of proceeding on this matter 
and your guidance would be appreciated. We could (1) follow the Belarusian precedent and 
begin to request LLNL staff to procure the equipment and ship It to Ukraine as soon as possible, 
even if prior to reaching bilateral agreement on programmatic, repor ting and funding issues, or 
(2) defer procuiemeni and shipment until the details of the project have been worked out, i.e. 
tasks, milestones, man-months, etc., the funding arrangements negotiated and signed before 
jjoitiating equipment purchase requests. Of course, exemption from custom taxes, etc. would 
need to be obtained before either option is implemented. Efforts to obtain information regarding 
availability and cost could be initiated at any time, however, subject to time and etfort 
convenience at LLNL. 

Similar guidance regarding Belarus also would be helpful. Do you prefer tha t 
procurement and shipment of additional equipment and supplies be deferred until the Belarusian 
government approves and identifies resources, however limited, for this project as a state project, 
and until other DOE requests are complied with and U.S. funds arc transferred? 

Our administrators re mind me that we soon will exhaust fiinds for Chomobyl-relaied 
activities. The $85,000 from DOE that we were permitted to use from FY 1995 and the 
matching NCI monies are expected to cover our activities through the end of April or early May. 
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We hope that the $165,000 that was to be tran sfer red to NCI can be located so that the $50,000 
can be made available for Belarus and SI 1 5,000 can be transferred to NCI to permit us to 
contiziue acdvides without intemqition. 

Dr. Masn^dc and I look forward to hearing from you regarding these matters. 

Sincerely, 





Bruce W. Wachholz, PhJD. 
Chief, Radiation Effects Branch 
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DEPARTMENT OP HEALTH It HUMAN SERVICES 


PuMc HMNh Strvice 


Nadonai li wlwm of 
NatSonol Cancor inatKuta 
Batfiastfa. M a ryl an d 20892 

Aprils, 1996 


M$. Sheilah Heodricksoo 
Univcnity of California 
Lawrence Livennorc National laboratory 
P O. Box 808, L-453 
Livermore, CA 94551-9900 

Dear Ms. Hendrickson: 

Dr. Wachbolz left for Vieona last Sunday In bis absence I would like to thank you 
for your memorandum of April 4, with the appended list of desired equipment from Dis. Tronko 
and Likhtarev. 

We have also received the same equipment needs directly from Dr. Tronko; his cover 
letter is enclosed. The only difference, as we see it, is that it is c^led ’Priority Equipment and 
Supply" list We wonder about the meaning of dns. Dr. Wachholz plms to discuss this with Dr. 
Tronko in Vienna. When we get a better reading, we will forward to you propez ^proval to 
be gin the purchase of items requested. 

In addition. Dr. Tronko jxoYided picliminaiy st^estions for tasks, which Or. Wachbolz 
also plans to discuss wxdi Him When both sides reach agreement, this vnll be distnbuted as 
appropriate. 

We discussed the issue ofIMXwidr some of o« advisors. Tt does not seem to be such a 
big problem as you perceive it. However, we are wodong on a detailed reply to your memoranda 
from the 16 and 28 March and we will address dre resrHudon of die IMX problein, if any, at that 
time. 


Thank you again for your timely CMomunications. 


Sincerely, 



Attachments 

cc: Dr. E. Gallia 
Dr. S. Yaniv 
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Department of Energy 

Germantown, MD 20874-1290 

■Agl i ^ 1995 


Dr. Bruce W. Wachholz 
Radiation Effects Branch 
National Cancer Institute 
9000 Rockville Pike, EPN 530 
Bethesda. MD 20892 

Dear Dr. Wacfabolr 

Thank you for your memorandum updating me on items of interest that occurred following 
my departure from Mia^ on March 20, 1996. In response to your letter of April 5, 1996, 
requesting ^idance and/or information on several issues; 

1) With regard to your inquiry ^wut the fiscal year (FY) 1996 DOE funds that we 
committed to transfer to the National Cancer Institute (NCI) to siq^port the Qiemobyl* 
related studies that we are cofunding. we processed the Work Audiorization to send you 
an additional SI 13,000 for FY 1996 in mid-Mardi shortly after our meetihg at die 
Nuclear Regulatory Commission (NRC). Togedier with the $85,000 of car^over funds 
from last year, the*total D^rartment of Energy (BOE) funds contributed in FY 1996 as 
part of the 1992 Interagency Agreement betwm die NCI and DOE is $200,000. Shortly 
after receiving your lener, Ann Ectoh faxed you a copy of the Work Authorization that 
we submitted. You should be receiving diose funds in mid-April. If you have not . 
received them in the next week or so, please contact Ms. Ecton (903-3889) so that she 
can track the paperwork. 

2) With regard to equipmoit and siqipltes for the Ukramian Thyroid Stiafy, *we have 
discussed the situation with Lynn Anspaugh and Sheila Hendrickson at the Lawrence 
Livermore National Laboratory (LLNL). DOE has agreed that LLNL would begin to put 
the process in place to procure and ship equipment and supplies to Ukraine. As you 
know from the fax (hat you received on February 16, 1996. from Sheila requesting your 
assistance on a variety of issues, there are a nomber of administrative detaib that need to 
be worked out. Sheila will be cmitacting you to resolve those details. This process is 
likely to take 4 to 8 weeks at a minimum. We hope that the U.S. team can work 
together with the Ukrainian scientists to reach bilateral agreement oo programmatic, 
reporting, and funding is^es in that time period. 

3) With regard to the equipment and supplies for Belarus Thyroid Study, we believe that it 
is important to connnue the momentum that we gained by signing of the Funding 
Arrangement in March. Thus, we have told Sheila to proceed with tho transfer of the 
equipment and supplies for the Belarus Project. It is our hope that die Funding 
Arrangement will be implemented in the very near future. 
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In addition to your requests, we have received copies of several faxes from Sheila 
Hendrickson’s dated February 16, March 28, and April 4, as well as a copy of her letter to 
Dr Qior Masnyck dated April 12, 1996. (enclosed) that indicate diat Ae LLNL is not getting 
the support that they need from the NCI or from Olga Tsvetkova. This is an issue of 
considerable concern to all of us. We would like to arrange for a meeting to discuss some of 
the issues raised in Sheila's correspondence. Additionally, we would very much like to 
understand that process that you as the manager of these projects have put in place- with die 
Scientific Working Group to review and finalize the list of equipment and siqiplies required 
for diese projects. It would be very helpful for us if the meeting scheduled to discuss the 
issues of concern to LLNL also included a discussion of this process. We will be in contact 
with you and the NRC to schedule the meeting. 

Finally, I am enclosing a copy of a letter that I received from Dr. Nikoly Tronko last week, 
along with my letter of response. Please note that I told Dr. Tronko that you or a member of 
the U S. Scientific Working Group would contact him regarding the 3>nionth milestones and 
the dosimetry personnel changes ^at he included in his letter. Wa would appreciate being 
kept tipdated on this matter. 

Please let Mr. Frank Hawkins or I know if you have any questions about the issues for which 
you requested our guidance, or any other issues that I have discussed in this letter. 


Sincerely,,--, 



Deputy Director^ 
Office of Intomational 
Health Programs 



Enclosures 
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Dose Reconstruction Program 

(Fonncr KJik Scicscca Cc&tar) 


Lynn R. An^nugh. Sdentafie Dixcctor 
< 510 ) 414-6409 
anspaughl9Ux\Lgov 


Shcilah M. Haidxidw0n, Emcntiyc Divotftar 

( 510 ) 424^410 

hen<iiic3c30P3CUnI^ov 

April 12, 1996 


Dear Ihon 


Thank you for your April 6 fax letter. 

We, too, received a copy of the letter to Bruce from Dr. Tronko. We do appreciate 
your willingness to share it We have also received a copy of Dxs. Tronko and Lilchtarev's 
April 2, 1996, letter to Dr. Elaine GalUn and axe sent^ng a copy for your and Bruce's 
information. 

In your 4:th paragraph you state that a defied reply to my memoranda of 16 and 26 
March is beitig prepared. Just to clarify, 1 believe you meant to say February 16 and 
March 28. (You neglected to mention the e-mail message to Bouville and Wachhoiz- dated 
March 30.) It is also mentioned in this same paragraph that the IMX does not seem to be 
such a big problem as 1 perceive it. Well we ^xee that the IMX is not a problem for those 
not involved in the process. Oh the other hand,'n'1^ a very real problem for those of us 
holding an unfulfilled contract with Abbott which includes making 4 quarterly purchases 
in exchange for "free" use of the IMX. At this time the 4th quarter purchase should have 
already been placed and it is still unknowiv if and when, the 2nd quartet purchase will 
indeed be placed. We also havebeeninfonnedby Abbott that we can no longer hold diem 
to the quoted contract price because we have not fulfilled our part of- the c on tr a ct. If the 
machine is lost from Minsk, then NCI can take over this job and find out how big a 
problem you perceive it to be. As stated previously, we do not intend to perform our job 
moreUhan once due to NCI not providing timely decisions ox project guidance. 

We axe glad to hear that Bruce will be discussing several Issues with Dr. Tronko 
including the equipment lisl During my first trip to Ukraine last June I brought up the* 
issue of exemption of custom duties and taxes and Ogla Tsvetkova stated diere wouldn't 
be any problems. Upon my return this was also mentioned to Bruce and noted to both that 
I needed something in writing from Ukraine. However, to date, I have received nothingj. 
During this same trip I also had preliminary equipment discussions with Drs. Romanenko 
and Tereshchenko (Dr. Tronko requested I work with his Deputy since he was leaving on 
travel) regarding the process of transference and acceptance of equipment. During the 
meeting between Dr. Romanenko and the Americans, Olga Tsvetkova agreed to translate 
my "draft" transference and acceptance of equipment procedures for Drs. Romanenko and 
Teteshchcnko. Please verify whether Drs. Romanenko, Tereshchenko or Tronko 


Kcdtk Ecol^Ual AMCttmcnl Dinsien 

Atipocphcric Aitd ’Ecological Sciences rrogrem Ecivtioiuaenlal rregtams Dixectorat* 

^Lawtence Livermore NaKonal Laboritory, F.O. Bo* 805, M*U Stop L-2S6 Livcxmeie, CA 94SS1-9M0 
University of Caliiomi* Fuc (510) 424'64O0 Tele* (910) 386-8339 
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received such a. trensiatioiu An English version was left with each of them. As yon are 
awacey because I have not received any comments or guidance from Bruce regarding my 
Febraazy 16 faz^ we are not in a position to start the purchase and shipment of equipment 
to Ukraine. If, as we fear, NQ has failed to take caie of this matter, we can deal directty 
with the Ukrainian authorities to. solve this problem. 

Your letter mentioned soma concerns and clarification needed concerning the 
consolidated list of equipment received from Tronlco. As this list is the direct result of oux 
(LLKL) initiative, we can provide any needed clarification. This is the list of equipment 
the Ukrainians feel they need to get the project, underway. The list is shorter than 
expected, but the Ukrainiazis remind us that the list in the '’Protocol” was pKpaied many 
years ago, and there was no attempt to put a lid on the wishes. Since then, tt\e Europeans 
have purchased a lot of equipxrient, and this equipment can be shared by this Project Also, 
we were very blunt in telling them that the money foe equipment and supplies was 
limited to $500^00. v 

Wc have had and will continue to have discussions with DOE and NRC on how wc 
can proceed to get this' project moving in the absence of any direction from NO. In the 
xxear future we will proceed to purchase equipment from' the Ukrainian list according to 
our best judgment and that of our sponsors and advisors. We arc no longer willing to 
accept a "do nothings no response" attitude from 



Project Manager 
Equipment and Supplies 



and Ecelogica) Aisessmcnt Divuion 
AtmeapKeric sad Ecological Seiescos PiosnA 
Lavroaco Livonxioir National Laliontory, f.O. 
Univenity of Cali/omia Fox 


Ec'^irofisiental Programs Diroctonto 
Box SOS, Mail Stop L*2S6 Liveistere, CA 94551*9900 
(510) 424-S408 Tclox <9101 384-8339 
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Dose Reconstruction Program 

CFonner Risk Science Center) 


Lynn R. Anspaugh/ Scientific Director SheilaJh M. Hendrickson, Executive Director 

(SIO) 424-6409 (510) 424^10 

anspaughl9nnl.gov hendrickson39IInl.gov 

Address List for Fax dated April 13, 19% 


Dr. Bruce Wachholz 
Dr. Ihor Maznyak 
Dr. Andre Bouville 
NCI 

Fax: 30H96-1224 

Dr. Shlomo Yaniv 
NRC 

Fax: 301-415-5385 


Dr. David Becker 
New York Hospital 
Cornell Medical Center 
Fax: 212-746-8873 

Dr. Gilbert Beebe 
NCI 

Fax: 301496-1854 


Dr. A. Bertrand Brill 
University of Massachusetts 
Medical Center 
Fax: 508-8564572 

Dr. Jack Robbins 

National Institute of Diabetes and 
Digestive and Kidney Diseases 
Fax: 301-402-0387 


Dr. Elaine Gallin 
DOE/EH-63 
Fax: 301-903-1413 


Dr. Roy Shore 

New York University Medical 
Center 

Fax: 212-263-8570 

Dr. Lester Van Middlesworth 
University of Tennessee at 
Memphis 
Fax: 901-448-7126 

Dr. Jan Wolff 

Nadonal Institute of Diabetes and 
Digestive and Kidney Diseases 
Fax: 301-M2-0240 

Dr. Everett Mincey 
Cymbeline Enterprises LTD. 

Fax; 604-888-0471 


Dr. Herman Mitchell 

New England Research Institute 

Fax: 617-926-8246 



Health and Ecological Assesameot Division Enviroomental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L-28S; Livennore, CA 94551-9900 
Univeisity of California Fax (510) 424-5408 Telex (910) 385-8339 
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Dose Reconstruction Program 

(Fonner Risk Sdences Center) 

Lynn R. Anspaugh, Scientific Director Shcilah M. Hendrickson, Executive Director 

(510) 424-6409 (510) 424-6410 

anspaughl@llnl.gov hendrick5on3@llnl.gov 

April 13, 1996 

TO: Those on Preceding List 

TELE NO: FAX NO: 

FROM: Lynn Anspaugh TELE NO: (510)424-6409 

SUBJECT: More on Ukrainian Thyroid Study 

MESSAGE: As part of our continuing effort to get this project moving (note that 
May 10 will be the one-year anniversary of the signing of the agreement), we have 
had several conversations with the thyroid worker bees in Ukraine. 

They take very unkindly to the idea that yet another American 
delegation will come to Ukraine to discuss the equipment list It seems that they are 
all telling American jokes over there regarding our penchant for all talk and no 
action. They suggest that they can answer any questions either directly by telephone 
or by fax; yes, they can read English and they have people (both in Tronko's and 
Likhtarev's Institutes) who can speak English. If we don't have NCI approval 
within one week, we will petition DOE and NRC for their approval so that we can 
do something. 

It is now obvious that some members of our American team are trying 
to hold the thyroid and the dosimetry-research studies hostage until the leukemia 
study can catch up. However, this seems blatantly unfair, especially to the 452 
children in Ukraine who already had thyroid cancer through 1995 and to the 
hundreds or even thousands who may get it in the future. It is time to move 
aggressively to select the cohort and to facilitate the screening portion of our study. 
Otherwise, there may never be an academic portion. Hopefully, we will be able to 
screen some of these "children" before they all die of old age, if not thyroid cancer. 

We are transmitting 4 pages (including cover sheets). 

Enclosure: Fax to Tronko dated April 13, 1996 


Health and Ecological Assessment Division Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L'286; Livermore, CA 94551-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 
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Dose Reconstruction Program 

(Foimer Risk Sciences Center) 

Lynn R. Anspaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

(510) 424^409 (510) 424^10 

anspaughl@llnl.gov hendrick5on3@llnl.gov 

April 13, 1996 

TO: Nikolai Tronko 

TELE NO: FAX NO: 380-44-430-37-18 

FROM: Lynn Anspaugh TELE NO: (510) 424-6409 

SUBJECT: U.S.-Ukraine Agreement on Thyroid-Cancer Studies 

MESSAGE: During recent conversations with you or one of your staff members, it 
was indicated that you do not have a signed copy of the agreement concluded on 
May 10, 1995, by the U.S. and Ukrainian authorities on the Thyroid-Cancer Studies. 

A copy of this agreement follows. I apologize that this copy is not very 
good, as it had already been faxed three times when we received it We will try to 
get you a better copy in due time. 

We hope the copy of this agreement will be of assistance to you in 
ensuring that equipment to be shipped to Ukraine will be exempt from any customs 
or taxes. Now that we have received your consolidated list of requested equipment, 
we will be doing our best to see that the list receives appropriate, prompt approval 
so that purchase and shipment can begin. 

Also, we would like to know whether you or Dr. Tereshchenko have 
received a copy of our draft procedures for traitsference and acceptance of 
equipment; these materials were discussed with your staff during the visit of Ms. 
Hendrickson to your institute last year. We understood that these procedures were 
to have been translated and delivered to you by Dr. Tsvetkova. If you don't have 
them, we will fax them directly to you. Even though we have them only in English, 
we trust that they will be useful. 

Best regards from all of us. 

We are transmitting 2 pages (including cover sheet). 


Health and Ecological Assessment Division Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L-288; Livermore, CA 94351-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 
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ARRANGSISNT FOP COOPEFATtOP 

:betweeh r. ■ 

•THE UNITED STATES DEPARTMENT -OF BNERGY 
:iAKD THE jCNISTRT OF h|EALTH OF jUXRAINE 
ON b:HE ihPLEM^TATION OF THE SCIENTIFIC PRO'^COL FOR iblE STUOX OFi 
iTHYRoio CAKCEF AND THYROID DISEASE IN UIOIAIHE FOIXOWlNG THE 

' . ' crornobyl' a|:cioent ! ; ' i ! 


Purfeuinr. to th* Memorandun of. Coop-eration in the Field <sf 
Civtiiian Nuclear Reactor Safety betveen the lUhited States of 
Anerica and U^aine, the United States Deputment! of En^gy and 
thej Ministry of Health ;Of UJcraine a|gree to i ikplenent tha ^ 

Scientific Pr^ocol for the Study i^f Thyroid- Cancfer' and Other 
Thytoid Disease in Ukraine FolloYihg ^e Cljo'rhobyi Accidtent 
according to the specific provisioiris identified therein and 
according - to :^e following general: responS^ibllities: 

*J 1- TheiKinistry of Health ojC Ukraina/ j.n eongunction with 
’j thelAeadeny df Medical Science o^ lukrainef shall 

provide UXrailnian nedical, scientific, technical and 
j support pejTSonnel, theirr salaries and such fac^Llities 

! and-;space as nay be; needed Cor the‘: stcd^, including 

•; project offic^ spaci fdrijvisitin^ lUiS.. scientific and 
i jcediCal petsf^nel; and ; | | ■ ^ 

'2. The |llnited States DepartMntof ^ergy shall . provide to : 

'■ Ukraine such aquipment and suppli4a(s ' as nay 'be heeded to ; 

; ' carry out these studies , . relevant aedical,' .scientific 

and itechnieai' .consuitatiop and ti^ining |f or ‘ 
proljessionaX Ukrainian personnel,! |aS appropriate. 


:the;worl4 sciejntific'conanunity in ^at it wi*ll infiroye the 
■ estiaiatidn of jassociated risks of. ^yrold cancer and othdr . 
-thyroid disea:^ resulting froiii exposure tp: radioactiv'e isotopes 
.'of sodinoi.- Tl^s stu^ will ensure jtee higheiHi level of aedical 
s sur^eillWnce for ^iidiran exposed to fallout^fron 'the Chornobyl 
r accident J ' ' j ' 


^ Signed at Kievi,; in: duplicate, this day:pf May ilJsS in the 
!: Ukrainians and Snglish’ languages. i| ! 

; • i •• • • : • • * • 


^Fos- .ttne United' :ScateS: 

\ Depar tmenit : of ^ergy 


'Tojf/tHe Ministry - 
: Health ‘of Ukraine 
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DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public H*alth Service 


April 15, 1996 


NacionaJ Institutes of Health 
National Cancer Institute 
Bethesda. Maryland 20892 


Ms. Sheilah Hendrickson 

Lawrence Livermore National Laboratory 

University of California 

P.O. Box 808, L-453 

Livermore, CA 94551-9900 

Dear Sheilah: 

Following are our comments to your F.AX messages to me dtued March 28 and February 1 6, 
1996 and to Dr. Masnyk dated April 12, 1996. The January 24 meeting in Minsk left us uncertain in 
respect to the future of our project because of the unresolved issues of the financial support for "local 
assistance." Then your memorandum of February 16, 1996 was interpreted as a fait accompli which 
required no input from NCI. At this time, however, we feel it is necessary to address all the points 
raised by you to clear up possible misunderstandings on both your and our side to avoid rushed 
unilateral actions in the future. 

Re: FA_X dated March 28, 1996: 

Your first paragraph on page 2 refers to some of your decisions re contractual relationship 
with DOE, which surprised us ("swapping" science dollars for administrative expenses) and caught us 
unaware of your budgetary cuts. If the present material is insufficiently immediate, we should hope 
that unilateral decisions made at LLNL are not necessarily irrevocable and, in light of the progress in 
Minsk during the Mawh 20 agreement, could be modified. 

Concerning the FRETTERS meetings; the last FR£TTERS meeting was held over a year ago. 
All members, including a DOE observer, were invited. Since that time there have been no 
FRETTERS meetings; certainly we are unaware of a New York FRETTERS meeting having taken 
place. Several members of our group met with Dr. Chemiack in Dr. Becker's office in March 95 to 
discuss his rote in the NCI program but that was not a FRETTERS meeting. There was a recent 
telephone conference call involving several members of the FRETTERS and DOE (Dr Gallin); this 
also concerned a personnel matter relating to Dr. Brill’s proposal with respect to Mr. Kavshinnikov 
and was not a FRETTERS conference call. 

Regarding the first paragraph under the subtitle Belarus, we certainly are in agreement and 
appreciate the LLNL decision not to ship by air. 

Next paragraph: iodine determinations are not urgently needed at present, but were 
specifically requested by Belarus and Ukraine and atS an essential protocol item that we must respect. 

.Equipment to support these determinations and some chemical supplies have already been sent to 
Minsk. The only problem is the difficulty with the reagents considered hazardous, especially when 
shipped by air. We understand that Dr. Mmcey discussed this with you and recommended the use of 
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truck delivery overland from Germany. This is an issue which may require some imaginative 
solution rather than unilateral cancellation. 

An IMIX analyzer or its equivalent also is essential to the project. One was sent to Minsk with 
an initial batch of required reagents for T*4. FT-4 and TSH analysis under a reagent-use agreement. 

It was done in connection with the projected development of a study cohort which unfortunately has 
not materialized. Cohort selection has been delayed by factors beyond our control. Without patients, 
maintaining proper inventory of limited shelf-Ufe reagents would, as you point out. be too expensive. 
If .Abbott wants to take it back, we should return it and renegotiate a new agreement at the time when 
we will have cohort members in the pipeline; we understand that Abbott is usually quite 
understanding when such problems arc explained to them. We arc in strong disagreement with 
Dr. Anspaugh's opinion that clinical chemistry is beyond the scope of this project, since its inclusion 
was insisted upon by Belarussian and Ukrainian colleagues and, as such, is an integral and vital part 
of the study. 

It seems reasonable to us that requests for software for the clinical laboratory should be put 
tempjorarily on hold. : 

We agree with you on the Gomel issue. The Gomel examining station vvill eventually become 
more important than the Minsk site in terms of padent accrual, but we cannot certify' the equipment 
■and supplies for Gomel until (a) Minsk has started its operadons and (b) we have surveyed the needs 
for Gomel operations in detail. 

Re: first paragraph under subtitle Ukraine, Dr. Masnyk sent you a memo on April 9 
concerning Dr. Tronko's equipment request. I intend to discuss it in detail with Dr. Tronko during 
my trip to Vienna and Kiev. The inidal list of equipment was sent to you in January, following 
extended furloughs here in Washington. The next iteradon of equipment was received from Dr. Brill 
in late March; you arid>we received it simultaneously. Similarly, you and we received the most recent 
list of equipment from Dr. Tronko; unfortunately, this list sdll is not complete, e.g., with respect to 
the Dua Coordinating Center. We feel it is essendal for us to consider the totality of equipment and 
supplies needed to get the project started and to do so in light of the funds available for Ukraine. We 
expect to visit Kiev in May for this purpose. 

We agree that it would be inappropriate for LLNL to initiate purchases without NCI approval. 
NCI will negotiate lists of equipment and supplies with those responsible for the work in Belarus and 
Ukraine. The requests for purchase should be channeled through me or my designee for approval 
without which there should be no action. This does no preclude others advising LLNL an technical 
specifications. 

The outlook for the thyroid project in Ukraine has been, and remains, uncertain, pending an 
agreement on "local assistance" or some other form of commitment by DOE. Based on the signing of 
such an agreement with Belarus on March 20 we believe that the prospects for the parallel study in 
Ukraine are sufficiently promising for consideration to be given to its supply and equipment needs. 

_ We propose to organize this effort promptly, and again, with regard to the fimds available. 

It is our understanding, based on a telephone conversation between Dr. Beebe and Dr. Yamv, 
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that the MRC caji permit its funds to be expended in F Y97 and we assume that it will do so. As 
indicated above, we too, are sensitive to the relation between the money available and the estimated 
cost of what the Ukrainian project seems to need. 

Re; FAX dated February 16, 1996: 

Some of the points raised by you in this F.AX have already been answered above; I will refer 
to them as appropriate. The other items will be answered using your numbering system. 

Items 1, 2, 3 have been already handled by you; we agree with your course of action- 

items 4,5 were discussed above. 

Items 6-8; we did not expect the project to get stalled pending resolution of local support. .All 
of these items were purchased in small lots. Some have already been used to calibrate and 
standardize instruments. For the time being we should not reorder until there is a real cohort 
for testing and the number of patients per week can be established. 

Item 9: no comment. 

Item 10; the issue of exemption from custom duties and taxes was inserted in the funding 
agreement signed March 20, 1996 in Minsk. We expect the Belarussians to make certain that 
this will be so. Until this is achieved, DOE's agreement could not be implemenred. There is 
little NCI can do, except to remind Dr. Krisenko about this requirement, and we will do so. 

Item 1 1 ; several individuals seem to be actively interested in this topic and each tries to solve 
it in his own way without necessarily coordinating with others. This topic needs to be re- 
addressed, looking possibly for new solutions. 

Item 12; keeping in mind that RIRM may move to a new location, we should wait until we 
know for sure which ofRces will require what equipment. 

Item 13: Gomel sice requirements were discussed above. 

Items 1 4, 1 5 : the new DOE financial agreement signed March 20 provides 1 0% of local 
support to be spent on such services. 

Items 16-18; I agree. All of these can be postponed for the time-being. They will be needed 
when the laboratory in Belarus will be operational. 

Item 19; it seems like a good idea to have one HP scanner for the entire project. It should be 
located at the DCC. 

Items 20,2 1 : now that the decision to go ahead with the project has been made, tne Moscow 
dosimetrists' needs should be addressed. The AC should be sent and the paper for Moscow as 
well. I agree with your decision on other items; and finally, the microscope should be deleted. 
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Concerning Ukrainian projects, as you know, we have just received a priority list for 
equipment and projected man-month requirements for Dr. Tronko. It needs to be discussed in greater 
detail, which I will attempt to undertake on my current trip. A small group of FRETTERS will be 
sent to Kiev soon to go over ail the details, building on our experience in Belarus. Further, I expect 
guidance from DOE regarding the timing for procurement of equipment and supplies. The thyroid 
project could be launched as soon as the financial agreement is achieved between Ukraine and DOE. 
We will work on all the specific details (customs exemptions, individuals responsible for various 
administrative tasks, etc). The leukemia study probably will be running 3-6 months behind the 
thyroid project. Again as we handle the necessary details, we will keep you informed. 

Re; Fax dated April 12, 1996: 

Thank you for sending a copy of Dr. Tronko and Liktarcv’s leacr of April 2, 1996 to 
Dr. Elaine Gallin; w'e had already received a copy of it, but keeping each other informed is a step in a 
positive direction. 

The reference, to the and the problems associated dterewith in no way was intended to 
reflect on the level of effort required by you to prepare and execute the contractual requirements. As 
I understand the exchange, the reference to the "problem” was wheaihcr or not .A.bbott might be 
vvilling to reconsider a similar INtX loan arraagcment in the future. Our colleagues who have 
•interacted with Abbott in the past are of the opinion that this is unlikely to be a problem; they might 
also be willing to assist you (if you wish) in future discussions with Abbott. I regret any 
misunderstanding when our reference was to a future problem with Abbott, whereas from the tone of 
your paragraph you interpreted the comment as being a reflection on the contractual effort needed to 
make the arrangements; ihe^latter clearly is a non-trivial issue. 

When I discussed \vith Dr. Tronko the issue of tax exemptions, acceptance, accountability and 
responsibility, etc. fo'r-equipraent, he merely stated that Dr. Tereshchenko would need to look into 
these items. I did not recall or had forgotten that you had left documents \vith them for translation. 
This will be raised in Kiev next week. 

You suggest that we should not discuss “concerns and clarifications” regarding equipment 
with the Ukrainians, but rather that these matters should be discussed with you. However, not being 
aware that you had established such a policy, I did discuss some of these issues with Dr. Tronko, the 
immediate result of which was to eliminate one 520,000 item from the list. It may be that other 
adjustments also can be made that might reduce costs to the U.S. government. 

Your final two paragraphs seem to imply that you intend to assume all responsibility for 
equipment and supplies. That clearly is your and DOE’s prerogative. As I’m sure you're aware, 
DOE is drafting a new interaigency agreement between DOE and NCI; this also might be an 
appropriate vehicle to clarify the relationships betweenNCI and DOE support contractors. 

It is regrettable that you and your colleagues have chosen to express yourselves with 
^ intemperate language within the past few months, whereas for the past thirteen years NCI and LLNL 
have enjoyed a most amicable, cooperative and mutually supportive and productive relationship 
including everything from technical maners to personnel issues. (On a personal level, the 
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relationship goes back twenty or more years.) I would hope dial the current ^parent stresses are a 
temporary aberration. 

I hope this cleans our slate. We look forward towards a delay-free period from now on. 

Sincerely, 


^ Bmce W.<^achhol2, Ph.D. 

— ■ Chief, Radiation Effects Branch 
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DZPAKTMENT OP HEALIB tu HUMAN SZRVICZS 


May 3 . 1996 


Nmonai InsntutM ot HMttfi 
Naeonai C4nar irwutuui 
a«th*saa. Mmyimna 2032 


tlsinc K. GailiB. 5 b.D. 

Deoury Oirector 

0 £cc of Ictcnuacoai Hoaith Prszmns 
U.S. Dcsartaent of Eser^ 
Germantown. MD Z 0874-1290 


□ear Or. Gailin: 


It would be heipmi to receive guidance aom you re the foLiowing: 


i . Do vou pm'er to sien an agrccmcni wim Ukratcc I'c • itmoirz the thyroid crojcci prior to 
'die ourccasc -•^ne shiorrent of eouipmcnc. or arc you \milin? to purchase and send 
eouioment onor to succ 13 aajccaacat ? Your rrevious letter to mecated Apni i 2 was not 
Clear on mis point, sueme oniv that LLNL wouic bcifin to oin the crcccss in place to 
■ procure ano shic eouicmer.i and suppnes. 

1 The ourchase'and shipment of ail rcoucsis ccom L’kraioc for dw thyroid project probably 
will exhaust dvaiiablc monies, or at least come close to doing so. especiaily in view of the 
addition oi* vehicles. Do you wish to provide the entire list of equipment inittaUy or 
would you pietcr to provide the equipment in 2 phases m order to ream some floabilitY 
la the remaisina resources? _ 


Contrary to the accusations of Dr. .\hspauah in his tax o:' May 3 . ao one has made any 
uruiatem: or arstemry cssision regarding the avaiiabuicy cr expendirre of Ukrainian 
ectuoaent mocies. instead of cominining the ennre amoimt immeciuely. seveni of us u 
NCI thouant :t migni pmde.nt to retain some r^cs to assess ncccs' as the project 
evoivec. Cleariv. this was cot a good idea since .nas cscaialcd. accidsntaily or by 
ccsien. orovtce a-ncmcropportuain' to cnticL:: NCI. “acre is r.c nsec for DOE or 
VRC J.' LLNL cccsiaer 'Jus mancr tnasmucr. is .NCI ims no autcc.nnr- over these rimas 
i.ta 'VII. aefer •: no'*e'er DOE a-no N"RC -v-isq :c cisuos: c: them. 


\ 

/ 


I look forwarc to ncarng irom vou. 


D:. 


.'^Jiscauic 




Sinceraiv 


3 rucc -.v , 'J'acohoiz. .-h.D. / 

Chic;. ?.iQj»r.on E 2 cc'.s Brener. 




jv'"/ ’S 

N'T. N ' 
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Department of Energy 

Germantown, MD 20874-1290 

mi 1 0 M 


Dr. Bruce WachboLr 

Chief, Radiation Effects Branch 

National Cancer Institute 

6130 Executive Boulevard, Rm. 530 

Rockville, Maryland 2085 2-7391 

Dear Dr. Wachholz: 

I am writing in response to your letter dated May 3, 1996. 

1. Purchase and shipment of eouinment and supplies for Ukraine We had hoped that the 
process of purchasing and shipping equipment and supplies to Ukraine would have begun 
months ago. This process does not have to wait for the supplementary Funding Arrangement 
to be put in place, since we have a signed protocol in place. Thus, we would greatly 
appreciate if you could work with the scioiti^c working group to fioalize the equipment and 
supply list, and to ensure that the process starts as soon as possible and nms smoothly. With 
regards to the Funding Arrangement for supplementary salary support, our office will try to 
generate the main body (minus milestones) of a draft Funding Arrangement in dte next few 
days We have not heard from you regarding the milestones in Dr. Tronko's letter dated April 
I2di. As you may recall, I forwarded the tetter and my response to you widi a note 
requesting that you consult with Dr. Tronko on the milestones and other management issues 
that he referred to in his tetter. Were you able to discuss them and finalize die milestones 
during your meetings with Dr. Tronko? I will most likely visit Kiev in die next month to 
finalize the Funding Anangement. If the milestones are not finalized, we will have to write 
the Funding Arrangement in a more generic way so that it will become effective when the 
milestones are finalized by you and Dr. Tronko. 

2. Schedule of equipment purchases We expect that a recommendation for schedule for the 
equipment purchases umuld be made by a Scientific Management Team, working with the 
individual(s) involved in the purchase and shipment of the equipment. We envision that, with 
few exceptions, DOE would defer to the recommendations of the individuals directly 
responsible for implementing die project. Our view is that this kind of decision requires a 
definition of those individuals m^ing the decision and the process that they wilt use. 

However, we are still unclear about the organizanonal structure and processes that are in 
place to manage the project. While we would like to consult with you during your 
development of the structures and processes required to manage the project, we envision that 
we would pli^ only a minor role, if any. in decisions such as how or udiedier to stagger the 
purchase of equipmoit We would be happy to schedule a conference call with die interested 
parties to discuss your recommendations regardmg the schedule of equipment and supply 
purchases for study. 
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3. p*- m«y fav Our office called several times m discuss diat issue and 

others regarding the thyroid studies widi you. but you were unavailable. When we could not 
get in modi with you X called Idee WediUlberger at die NRC. but he was unable m resolve 
die issue. I am sorry diat you have been unavailable to talk to our oiSce since you returned 
from your travels. It is clear diat open communication, a defined management structure and 
clear processes for how decisions are made regarding equipment and siqiplies and odier 
ispccts of project management would go a long way in prevetting these mistmdersttmdinipt. 
Our office feels diat it is essential that vre maintain open communication with you. as die NCI 
Project Manager, and that we all work togedier to ensure that die projects are more efficiently 
managed. We hope diat your schedule will permit regular interactions witii our office sc that 
we can accompli^ diese goals. 

Please call if you would like to discuss any of these issues or if you have any questions, 


Sincerely yours, 



Elaine K. GalUn, 

Deputy Diret 
Office of IntrniBtkmal Healdi Programs, EH*63 


cc: Dr. Lynn Anspau^ LLNL 

Dr. Faye Austin, NCI 
Mr. Wedaelberger, NRC 
FRETTERS 
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From: Lynn Anspaugh (5/11/96) 

To: Gil Beebe 
CC: Andre Bouville 

Subject: Time:12:44 PM 

OFFICE MEMO Meeting on Monday Date:5/11/96 

Dear Gil, 

As Sheilah told you before, she and I are planning on arriving at NCI on 
Monday at 8:30 a.m. Our intent is to come away from this meeting with at least 
a partial list of equipment that we can work on. It does not have to be 
complete and all questions do not have to be resolved, but we need at least some 
final answers from this meeting. 

I would also like some time at the beginning of the meeting to discuss my view 
of the timing and priorities for the project. If you all can agree with (or 
modify) my proposal, it will be of great help to us in defining priorities. 

There are also some general problems that we need to think about. In the 
past, and lacking any response from NCI, I had canceled the orders tor chemicals 
for the determination of iodine in urine. If someone wants to revisit this 
question, I think we' need to ask the following questions: 

1. Does urinary iodine measured today mean anything relative to what urinary 
iodine might have been ten years ago? 

2. Are laboratories in Minsk or elsewhere ready to work with perchloric acid? 

I hope everyone knows that perchloric acid is extremely hazardous; it should 

not be used without specially equipped hoods. 

3. Why should we repeat work on urinary iodine determinations that has just 
been done by the WHO? What are the results of that study? [Whoever the 
proponents are of making such measurements should answer this question in 
particular.] 

Also, we are still hanging on the clinical chemistry aspects of these studies. 

We continue to have many conversations with Abbott concerning the contract that 
we have with them. Due to the non-performance of this work, we are in default 
on this contract, and Abbott is humoring us at the moment out of their sense of 
good will. We do not expect that this will continue much longer, and that final 
decisions have to be made. 

The contract that we have with Abbott is for 48,327 DM. This was for the 
delivery of 32 test kits (100 determinations per test kit) each for the 
measurement of Free T4, HTSH, and Total T4 and for the delivery of associated 
calibration equipment and controls, etc. This works out to approximately $11 
per patient, if all three determinations are made on each patient. If all three 
measurements were to be made on each patient each year in the two countries, 
this might be sometime like $700,000 per year. If that is reduced to 
determinations once every three years, it is about $240,000 per year. I don't 
think even the latter figure is realistic. Thus, I suggest that whoever favors 
these measurements develop a pretty powerful, compelling strategy for why they 
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should be done, or that we summarily drop them from consideration. It wouldn't 
hurt, by the way, to redesign all of these projects completely in view of the 
realities of life; I just don't think there is money enough to implement the 
Protocols. 

Bruce has opened the door for a return to our amicable relationship, and I 
have reciprocated with the enclosed message to him. I hope that we can all 
reach mutual satisfaction with the implementation of the projects. 

Lynn 


- 2 - 
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MINUTES 

of die NCI-LLNL staff for evaiuatioii of equipment requests from Dr. Tronko’s Institute and 
approval of procurement 
held on 13 May 1966 at NCI 

The meeting to determine the equipmenl/siqiply needs for the thyroid cancer project in 
Ukraine was attended by Dr. L. Anspaugh and Ms. S. Hendrickson from Dr. E Mincey 
and Dr. J. Robbins, advisors, and Drs. Beebe, Bouville and Masnyk, NCI staff. 

Dr. Anspaugh opened die (frscussioD by stating that our goal should be to puidiase what 
is needed so that the project can get started. He believed that we need to support the pathology 
work in Kyiv from the start but questioned the immediate need for the requested vehides and frir 
selection of the cohort; however if a cohort is required, thoi we need an established DCC. He 
then switched to the issue of clinical diemistry and pointed out the high cost of luxuung all the 
proposed assays. He specifically opposed detennination of urinary iodine: WHO has dready 
done a study in Belarus and perchloric acid required for this test is a hazardous material that is 
going to be very difficult to deliver to eastern Europe. 

Dr. Masnyk raised the issue of the misunderstanding generated smnehow about a possible 
cut of the funds avsulable to Ukraine from SS00,000 to S300,000. He e^q^lained what was bdiind 
this misunderstanding, namely friat it was just one possible way to phase in the purchases latho^ 
than committing all funds up front. But he assured everybody that no cuts were contemplated by 
NQ. 


Ms. Hendrickson e:q>lamed that it is necessary to establish a data base including all fhe 
items required for the project, which then could be phased in; to achieve best pricii^ on volume 
purchases, we need the overall requirements. At present there is $625,000 available for Uloaine 
and $125,000 left for the Belarus equipmoil/supplies. When the first estimates appear, they are 
usually higher than the actual purchasing cost. 

Discussion next turned to clinical chemistry. Dr. J. Robbins stated diat detcnninalioD of 
TSH and free T-4 is essential as it is sp>ecificd in the protocol. It cannot be taken out arbitrarily. 
We must test for thyroid honnones as we do need to know about hypothyroidism. Dr. Mincey 
recalled that the Beianis protocol calls for 9 tests done on everyone annually. In Ukraine certain 
tests are projected for the first year and then only select ones would be considered. Dr. Robbins 
wondered whether Abbott would provide the IMX unit for just a few assays. Urinary iodine was 
requested by Belarus but not necessarily by Ukraine. We could test it actually as it is not very 
costly. 


Dr. Mincey listed the proposed tests and the discussion centered on which tests would be 
the crucial ones and which could be dropped. Running all of them would cripple the bw^eL Di. 
Beebe stated that at this time wc can only establish priority of individual tests but we need a 



larger advisory groi^ to make specific selections. The protocols will have to catch up with 
funding limitations. All agreed diat at present clinical chemistry could be set aside for a i»^e. 
The top priority should be to set up the cohort for tiic study. 


At this time the groiq) turned hs attention to the principal issue of this meeting: 
equipment requests from Ukraine. It had become obvious to the NQ staff tiiat some of the items 
requested by the pathology program were also being scheduled to be provided by the EC. Dr. 
Bouville presented a FAX of the document from Dr. Karaoglou from Bruxelles listed 
individual items to 'v^cb the EC committed itself for deliv«y in 1996. Most of them appeared 
also on the request to NCI. To resolve the problem, it was agreed to approve the most recent 
request list from Dr. Tronko with additional items suggested by Dr. Mitchell for the 
establishment of DCC, while tabling the requests from Dr. Bogdanova pending the resolution of 
the EC commitment. At the next trip to Kyrv, this issue will dc redisciased with Dr. Bogdanova. 

Dr. Beebe then discussed plans for the next trip to Kyiv. The goal was to address: the 
operational manual, the process of cstabliduncnt of the cc^ort. frxed aiKl mobile team operations 
and possibly a visit to one of the remote stations to ol»crvc actual handling of the required 
paperwork and examination of some patients. 

Ms. Hendrickson reminded evoybody that Belarus has still about $225,000 left in the 
equipment category and Ukraine about $625,000. Dr. MasiQ'k stated that fee mnu'-busses 
requested vmuld be used only to transport fee examizudon teams to different sites along with 
portable equipment On each site, the teams will be set tq) in permanent buildings no 
examination arc planne d to be carried out in these bu^es. Ibis ^ould reduce the cost of such 
busses considerably. Ms. Hendrickson mentioned two possible models which cost around 
$30,000 each. 

Dr. Anspaugh noted feat both fee NRC and DOE are under pressure to reduce thcii 
budgets. When piuposing future funding, they need strong justification and therefore we must 
exert all effort to start our operations so that we would be able to show "vriiat fee money is needed 
for. Dr. Beebe thought that we may be able to have a trial run in September and perhaps we 
could start scTeenic^ in October-November time frame. 

Ms. Hendrickson stated that she will mail supply and equipment catalogues from three 
U.S. companies to Belarus and Ukraine which should focilHate the procurement operations 
considerably. She needs the overall requests to be able to negotiate best prices. Then the 
individual deliveries coiild be phased according to program needs. She asked specifically about 
the two ultrasound units that were listed as required. 

After lunch, discussion turned again to the issue of IMX rental, the number of needed 
tests and their cost. Dr. Mtncey calculated that wc could easily spend one million dollars per 
year on these tests alone. The decision was reached to let the IMX contract lapse at present and 
to return to the issue of individual tests at a later date. Dr. Beebe wondered if it would be 
possible able to convene the Binational Advisory Conunittec in July to address this issue. Dr. 
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Mincey pushed for focusing od only two tests: TSH and anti-TPA, and Dr. Robbins insisted that 
a baseline should be established in the be ginning and then, at a later tiine, select refestibog could 
be arranged. 


The discussion turned to some issues in Belarus. It was agreed that Minsk needs to be 
fiiUy operaticmal before vve should start working on Gomel needs. 

Ms. Hendrickson shipped recently a con^nitcr for dosimetry and file fi>lders for 
screening operations. She noted that the BehAm project oiEfice would be moved to a building 
near file Vostok Metro station. 

Dr. Robbins reported on the tissue banking proposal made by Dr. E. D. Wiliams, saying 
that it had gone to the EC for funding. There would be a center at Cambridge plus 4 centm in 
the CIS with staff. The U.S. was belied to provide $50-75,000 in funding, but he did not know 
which agency might si^port this efifoit. Dr. Williams’ program, if successful, might obviate the 
need for fieessrs. It would be useful for biological dosimetry. If the U.S. would provide parti^d 
funding, it would be easier for U.S. investigators to have access to file tissue. 

Dr. An^paugh stated that wc need to develop a project schedule which would facilitate 
everybody’s work, especially in the area of phasing-in equipment/sqipHes delivery. 

The modified request fiom Dr. Tronko was a p pro ve d by the gnnq> and signed by Dr. 
Wachholz. Ms. Hendrickson volunteered to run a comparison of the two lists (the EC and Dr. 
Bogdanova’s) and proceed widi initiation of the procurement 


IhorjrWasnyk ^ 

30JuI1996 
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LIST OF EQUIPMENT AND SUPPLY FOR UKRAINIAN THYROID PROJECT 


Equipment and Supplies for Data Coordinating Center 

Individual cotr^onents developed from the Recommendations 
of Dr. H. E. Mitchell (Attached) . 


Equipment and Supplies for Central Laboratory 

Toshiba New Alpha - model TOSBE (SSA-240A) 1 

Standard package of system (incl. PVE-37SM, 

3 . 75 MHz convex transducer i 

SM'708A 7.5 MHz mechanical sector transducer 

for small parts (inc. set of waterbag kits) 1 

WBK-52M Waterbag kit for SM-708A for the thyroid 10 
UIMC'240A Mechanical sector kit for SM 708A 1 

U2RI-241A Mounting kit for TP-8700 under keyboard i 

TP-8700 Super sonoprinter incl . 2 cartons 

paper with 6 rolls 2 

PVF-745V "Micro" convex transducer for intraoperative 
use (vertical type), dual frequency 7.0 MHz 
(5.0 MHz) radius 45 ram, viewing angle 38 deg. 1 

UAGF-021A Biopsy guide for PVF-745V (14-22G) 1 

B-310 Thermal paper for TP-8700 (1 carton with 

6 rolls, approximately 1200 images) 3 

SG-1050 Sonogel, 5 liter container 10 

Biop8y/21 Biopsy needles 216 1000 

Bi^sy/22 Biopsy needles 22G 1000 
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LIST OF EQVXFKEMT 

FOR SVFFORTIVG DOSXKETRF AKC RISK AMALTSZ8 PERSONNEL 
in year 1 (Groupi: Dose reeonstxnction and Group 2: information 

Support) 


Computer Hardware: 


N 

Item 

Approximate 
cost, USD 

Q-ty 

Approxim 

total 

1 

PC with CPU Pentium/133 MHz, 

RAM 16Mb, 17" SVGA color monitor 
( 2Mb videoRAM ) 

2600 

2 

cost, 

USD 

5200 

2 

PC with CPU Pentium/133 MHz, 

RAM 16Mb, 15" SVGA color monitor 

2200 

2 

4400 

3 

Printer HP DeskJet 5MP 

1200 

1 

1200 

4 

Cartriges for HP DeskOet 5MP 

120 

5 

600 

5 

CD-ROM driver (8-speed) 

400 

1 

400 

6 

Streamer external (TRAVAN TR-3 
or TR-1 standard) - 

400 

1 

400 

7 

Cartridges for streamer 

30 

20 

600 

8 

Voice&Fax Modem 28.8 Kbps 

300 

2 

600 

9 

Netcard Ethernet NE-2000 (BNC, 

PCI bus) 

100 

4 

400 

10 

PC Card ARWID with peripheral 

700 

1 

700 



Computer Software: 

Approximate * Q-ty 

Approxim 

N 

Item 

cost, USD 

total 

cost, 

USD 


11 

Windows NT (5 license) 

1000 

1 

lOOO 

12 

Windows 95 

150 

3 

450 

13 

RDBMS PC Oracle? Workgroup 

Server (5 license) 

2400 

1 

2400 

14 

Oracle Developer/2000 
(for Windows) 

5000 

1 

5000 

15 

GIS PC ARC/INFO 3.4.x 

3600 

1 

3600 

16 

ArcView 2.1 for windows 

1300 

1 

1300 

17 

MS Office 95 (Professional Kit) 

500 

1 

500 

18 

HATLAB Compiler (developer 
version) 

1120 

1 

1120 

19 

WATLAB c Math Library 
(developer version) 

745 


745 
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20 

HA7LAS Optimization Toolbox 

745 

1 

745 

21 

MATLAB Signal Processing 

Toolbox 

495 

1 

495 

22 

MATLAB System Identification 
Toolbox 

745 

1 

745 

23 

MATLAB Control System Toolbox 

1120 

1 

1120 
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Praliaioaxy Kquipaant Raeaan«ndstions for DCC Offlca 
Ukrainian Thyroid Cancar Project 


Reman E. Mitchell 
May 9, 1996 
File: C:\aDCC 


overview : 


configured in a manner similar to that of the Minsk DCC. The 
following recommendations/suggestions are based upon that 
consideration with several differences , These differences are 
basically related to issues that I believe are not yet clearly 
resolved. For example. Minks was configured in their DCC to 
permit direct connection high-speed transmission lines to the 
Dispensary and (eventually) to kksakovchina . The hardware and 
software for the DCC was purchased, but the actual line was 
delayed until closer to project startup and resolution of 
monthly rental costs (S90 per month, as I recall) . 

A quick review of current Compaq models seemed^ to indicate 
that every model type has changed since the Minsk DCC was 
configured. For example, all Compaq portables are now Pentium 
based (rather than 486 microprocessors) and they come with a 
minimum 28.8k modem. All these are good changes of course, 
but will require that Eheilah and I update models for 
comparcUole devices. We will then have to ensure that these 
models are being distributed in the Ukraine. We had to make 
a number of modifications Joased upon country availability for 
th« Minsk VCC. 




iderstanding that the Ultraine DCC should be 


Bmsic Coaqputsr Cooflguratloos for tho Vkrsins DCC 


Desktop Systems : 


1) . Network Server 

The current model which would be con^ersble to the Minsk DCC 
is a Compaq Pentium Pro ISOmHx server system, with 4 OB disk 
storage, 32 MB RAM, CD-ROM, 16GB DAT Tape, and ettoemet 
adapter, 15" SVGA monitor. 
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2) . Stat/Epidemiology/Systems Analyst Workstations 

3-Systems to be shared by the Epidemiology/Statistics/System 
Analyst group [I assume there will be at least one 
statistician, one systems analyst and one epidemiologist in 
the DCC] . 

These system should be 133 mHz Pentium, with 16MB RAM, 1 . 6 GB 
Hard Disks, ethernet connections, 15" SVGA monitors on two 
systems, one with l?" monitor, CD-RC»1. 


3) Data Entry /Programmer Workstations 

2-Sy6tetns to be shared by data entry and junior programmers. 
These should be 120 inHz Pentium with 16Mb RAM, 1.0 GB Hard 
Disk, 15" SVGA Monitors. 


4) . Portable Systems 

Presumably portable systems would be needed for the mobile 
data collection vans. I would recommend purchasing these as 
close to the time of study startup as possible. This will 
permit the best price and latest technology. There is no 
software development which would require that a portable 
system be used rather than a desktop. 


5) . Printers 

The Minsk DCC had one Hewlett-Packard LaserJet printer at its 
main office and one at the Dispensary. The Ukraine DCC will 
need at least one HP Laser jet at the DCC. HP LaserJet 5MX is 
the current model, I believe. I would recommend replacing the 
Dot matrix printers with ink-jet, unless multiple part forms 
will be required - in which case, dot matrix would be needed. 
HP DeskJet 850C is a good choice. 


6 ) Modems 

I would order 3 modems . Speed depends somewhat on the 
capability of the telephone system. We limited the Minsk 
modems to 14.4 baud since it was felt that the telephone 
system could not handle anything higher. 28.0k baud in more 
common in this country. We bought ZyXel modems in Minks based 
upon BelPak's recommendation, this should be checked with the 
Ukraine telephone con^any (it is likely to be the same) . 



Software 


Arthur chose to use Btrieve for his database software and 
Novell for his network platform. The Ukraine dosimetry group 
has reguested Oracle and Windows NT for the database and 
network, respectively.' I like their choice better than Novell 
and Btrieve. This decision depends upon the capabilities and 
experience of the DCC support personnel. If they have Oracle 
and Windows NT support and can get additional support from the 
dosimetry group, I would go with Oracle and Windows NT. 


Supplies, Miscellaneous 

Supplies are basically the same, but will depend upon printer 
choice. We need to know how they will wire their network 
before BNC connectors are ordered. Will it be thin ethemet 
or twisted pair [10-based T) ? 


Communications 

If the high-speed line is not being implemented, we do not 
need transceiver, Newport boards, or Citrix system. 



545 



EUROPEAN COMMISSION 

0(flECTOfUTS GfiNEftAL XU 

saewct fig$eAflcn and osvc\.opmcnt • joint acscaxch centac 

£n«gy 

Aadlatjon Prataction flMaarch Action 


Fax 

Date: 

13 May 1596 



Seaden 

Addieuee 

Anaa Karaoglou 
XII-F-6 

T-61 1/23 

A - Ejouv 1 


Tel; (+32-1)296.54.15 

Seoet: (+32-2)295.4956 

Fte (+32-2)296.6256 

CHDufc A.K»no(Um«i^g.CECB«. 

Tdepbone; 

Number of pages: 

/<4-r 


l^ol. 4-^^ 

Subject 



■Visi UtTeuAii, 


Message: 


0 




O2. kASl. 

ou ^oroAV ^ ^ 

I'uWlAa . Kj23-(X . 


flw« da li Ui • 2D0 ^1049 SruaMts. Aelf iwm • ORiea: T-dl lat 
TaiopftOM: dlra«tana(4- aacunga 2M.t1.11 .fm M«.a.SB 

T«lax COMEU a 2ivr7 • TalagiipMc a^draii COMgUft inmtit 



546 


-1" 

rod 




^ GbJS. te cliLueJGi 4^o OvS- 


I i - ^ , — — 

^vi'VtviC jbrt^cni'oli^^^e^'d Ke2*>=iixiX->- ^ , 


EQ UIPMEMT FOR OPERATION THEATRE 

A .•kW Lu.g-rVs'&^^rAi^i .■‘J’, tj 


kh^ m.Q 


I Operating Theater Table. 4 section general purpose, with fully mobile hydraulic base, movements 
to include, trendelenburg tiil, reverse trendelembutg, lateral till, chair supplied with x-ray cassette 
spade (Mechanical. 2 pcs.). 


2. Autoclave bench (2 pcs). 

3 Liohts - Ceding Mounted Operating Light with heat proteaion filters, 10 .x 50 watt low voltage 
halogen bulbs, spare bulb, focus control, sterilisable handle, self attesting height adjustable (2 pcs ). 

4 Mobile Operating Light, with 3 light sources, similar specification as above (2pcs.). (If possible 
with autonomic electiic supply - banerics). 

5. Magrti^ng forehaed optica for lighting for surgeon (2 pcs.). 

6. Large Radical Set of Surgical insmunents for neck operations (50 denominations, 113 items) and 
Small Radical Set of Surgical instruments for neck operations (36 denominations, 85 items) 

7. Electrosurgical System (Diathermy) mounted on mobile IroUey, with S)Ot switch, power range 50- 
100 watts, selection of diathermy pencils (4 pcs.). 

8. Surgical Suction Pump. 2 collecting jars. 2 liter capacity, mounted on mobil stand. Vacuum 
maximum in excess of 600 mm Hg (8 pcs.). 

9. Stretcher Trolley - complete with impact absorbing buffer to minimize damage to doors and walla, 
four antistatic wheels, with whe« brakes, antistaic mattress, side rails, drip pole, drip pole socket, 
blanket tray, trolley to be able to in head down position (2 pcs.). 

10. Simple trolley for patients transportition. (6 pcs ). 

1 1 . Photocamera with objectives for intraoperative shooting ( 1 pcs ). 

12. Parafotmsline chamber for instrument steriiizstion (2 pcs ). 

13. Medical Coats for Operation Staff and Staff(600 pcs., preferably green). 

1 4. Coton-paper sheets ( 1 .000 pcs., preferably green). 

1 5. Metal boxes for sterile iiiatefials of different sizes (50 pcs. ). 


16 Laryngoscopes (5 pcs.) 


4 
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1 7. Apparatus for oarcosis & respiration C2pc5. ). 

18. Monitors for arcsTcthic machine, paramceers include ECG'Respiration, non invasive blood 
pressure, pulse oximetry, temperature and recorder module with ah accessories (I pcs.). 

19. Machine (tonometer) for measurement arterial pressure (indirect method. 10 pcs.). 

20. Tracheo-laryngeal masks (15 pcs ). 

21- Fibrooptical bronchoscope ( I pcs.). 

22. Vasocan Brauniie diametr 1,7 mm / 16GOD (l.OOO pcs.). 

23. Viggo Venflon 2 diametr 16 G/1.7 mm O.D. (1.000 pcs.). 

24. Viggo Venflon 2 diametr 17 G/l,4 mm O.D. (1.000 pcs.). 

25. Miniset Vein Infusion Set 19 Gx 1,9 cm (1/4') (1.000 pcs.). 

26 flutterfly-l9 1,1 mm diametr 0,8 mm. (1,000 pcs.). 

W-U-ro?^TW3Lo(5-M 

27. Double headed microscope for histopathoiogical diagno^ and teaching, with achromatic 
objective lenses, times 63, 25, 10 4 and 2 or a similar range of magnification. 

28. Rotary microtome with knives and disposable micromme blades (50 blades). 

29. Vacuum unit for Shacdon Histokinette processor. 

30. Analytical balance (e.g. Sanorius AC 1205) 

.31. 7 adjustable pipenes (2 of 2 pL i of 200 pi, 2 of l.OOO pi and 2 of 5.000 pi) with tips (e.g. 
Pipetman pipetes from Anachem, code numbers P2, P200, PlOOO and P5000: tips to be in bags of 
100 for the 2 pi pipette and 1000 for the remainder). 

32. 10 metal slide racks (each holding 25 microscope slides for staining}. 

33. Glass troughs (capacity 400 mis. large enough to hold one slide rack (item 6) each). 

34. ] 2 measuring cylinders (4x25 tnJs, 4x100 mis, 4x500 mis). 

35. 5 timers, battery operated, small dip on type. 

36. Plastic universal conrainers. I box of 400 
.17. 5 racks to hold bijous. 


5 
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38. Bijous { I box of 700). 

39. Haematox^tn (OiU no 3) 12 kg. 

40. Eosin B, 100 g. 

41. .Aldan blue 100 g. 

42. Congo red 100 g. 

43. Gtemsa stdn 100 g. 

44. Methylene blue 100 g. 

45. Silver nitrate 100 g. 

46. Xylene AR grade 200 L. 

47. Methanol AR grade 200 L. 

48. Ethanol AR 8x2,5 L. 

49. Para^ for tissue eix^eddmg (25 kg.) 

50. Hydogen peroxidase GPR 30% w/v IL. 

S I Strept ABC kit. 

52. Antibodies, swine anti-rabbit HRP. rabbit anti-human thyroglobuTin, rabbit anti-human caidtonm. 
.<3. Plastic cassettes for holdng histological spedmdts (No. 5.000). 

54. Cassette lids (metal) (No. 500). 

55. Disposable microtome blades (No. 50 boxes of 50). 

56. Cryospray (No. 30 bottles). 

57. OCT for embedding frozen material (No. 10 bottles). 

58. CoversUps (22x50 mm) ( No. 50 boxe of 100). 

.59. Microscope slides (Goldstar) (No. 5.000). 

60. Depex (histological mourtant) (No. SxoOO mis). 

6 1 . Formaldehyde (buffered conceninUc) (No 20x5 litres). 
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62. Nikon focusing magnifier ref. MPC 9300. (N. 1) 

63. Automatic System for Slide Demonstration (No. 1). 

64. Automatic System for Demonstration of Tables, Pictures, etc, on transparent films 
(overhead projector) (No. 1). 

65. Transparent Films for overhead projector (cases) (No. 20). 

66. Histoaumatic slide Stainers (for small amount of slides) (No.l). 

67. FH/ISE Meter (No.l). 

63. Microslldes Storage Systems (No.l). 

69. Tissue Blocks Storage Systems (No.l). 

70. Epon Accelerator DMP 30 (250 mi) (No.2). 

71. Epon Hardener DDSA (11) (No. 2). 

72. Epon 312 (11) (No. 2). 

73. Epon Hardener MNA (11) (No. 2). 

74. Grids for Transmission Electron Microscopy 

Spi'Grid collection I (Cu) G7S (cases) (No. 30) 

GlOO (cases) (No.20). 

75. Glass Strips (25x6 . 35x400 mm) 

for Transmission Electron Microscopy (eases) (No. 10). 

76. Osmiufn Tetroxide (Ig) (I5g. Sigma). 

77. Lead dtrare Trihydrate (2Sg) <75g. Sigma). 

78. Uranyl Acetate Dihydrate (100 g Sigma) 

79. Capsules plsutic or gelatine dS>7 mm (10.000 Sigma). 

80. EM Sheets Mesh Fine Grids type FlOO (100 pcs/pack) (30 4180 01347). 

31. EM Sheets Mesh Fine Grids type Ft50 (100 pcs/pack) (90 4130 01355). 

32. EM Sheets Mesh Fine Grids type F200 (100 pcs/pack) (50 4130 01363). 

33. Glutaraldebyde Grade 25% for EM (100 ml) (11 Sigma). 
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84. UltTimicrotome MT*7‘ 

85. Glass Knife Maker for Ultramicrotome' 

86 for Eleccraa Microscppy* 

87. Mercuiy Baitery H-22IVB 29 . 7V' 

88. Mercury Battery H- 12D/B 16 . 2V 
39. Mercury Barrcry H-6D/B 8 . IV* 

90. Thin Foil Apcmire for O.L. (20-40-60-120)* 

91. Thia Foil Aperture for C.L. (20-200-300-400)' 

92. Fixed Aperture for C.L.-P.P. (500 C.L- 1)' 

93. Fixed Aperrure for C L.-P.P. (1000 CX-2)' 

94. Tantalum Boat for Clening (for Tain Foil aperture)' 

95 . Tamahim Boat for Clerang (for Disk Type aperture)' 


( 1 ) 

(D- 

(1) 

(2 3020 00178). 
(14 3020 00313). 
(2 3020 00381). 
(7 4180 00433). 
(5 4180 00565). 
(5 6000 65316). 
(5 4180 01251). 
(5 6000 02691). 
(S 6000 02969). 


+ 
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Dose Reconstruction Program 

(Former Risk Sciences Center) 


Lyttn R. Anspaugh^ Scientific Director 
( 510 ) 424-6409 
anspaughl@llnl.gov 


Sheilah M. Hendrickson, Executive Director 

( 510 ) 424-6410 

hendrick5on3@llnl.gov 


May 16, 1996 


TO: Anna Karaoglou — 011-32-2-296-6256 
cc: Andre Bouville — 1-301-496-1224 


FROM: 


Sheilah Hendrickso 




:LE NO: 


(510) 424-6410 


SUBJECT: Equipment List for Ukraine Thyroid Cancer Study 


Hello Anna, 


Thank you for sending us the list of equipment for the Operation Theatre and 
Histopathology that will be furnished by the EC. 

I am sending you the original list of equipment and supplies requested by the 
Ukraine for the Central Laboratory and Pathology Laboratory Support. As Andre probably 
told you, I have not yet compared the EC list (equipment being furnished) with the 
Ukraine lists for the Central Lab and Pathology Lab. I also believe that during the visit of 
the US delegation in Kiev next week they will discuss duplication of items (equipment 
being furnished by EC and currently being requested from the US) to determine the 
feasibility of using EC furnished equipment for the US project as well or if it will be located 
elsewhere. 


In any case, once the U.S. approved lists for the Central and Pathology Laboratories 
are finalized (which will most likely be in phases), I will be happy to send you copies. 

Please let me know or Andre, if you have any questions. 

My best regards to you and say hello to Jaak for me. 


We are transmitting 5 pages (including this cover sheet). 


Health and Ecological Assessment Division 

Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

^Lawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L-453, Livermore, CA 94S51-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 



552 


Dose Reconstruction Program 

(Fonner Riak Sciences Center) 

Lynn R. Anspaugh, Scientific Director Shetlah M. Hendrickson, Executive Director 

(510) 424>6409 (510) 424^10 

anspaughl«llnl.gov hendrickson3®llnl.gov 


June 5, 199 


TO: 

Andre Bouville 
Ihor Maznyak 


TELE NO: 

301-436-9326 

l\JPAX^O: 301-496-1224 

FROM: 

Sheilah Hendricksoiw^jr^ 

TELE NO: (510) 424-6410 

SUBJECT: 

Ukraine Thyroid Project 


MESSAGE: 



Andri: 




Per your e-mail, I am sending you my May 29th fax. I hope you can read this copy. I hope 
this is what you were asking for. I will send the Excel spreadsheet via e-mail. This will be 
an Excel 4.0 file for the Macintosh. Let me know if I need to save or convert it another way 
so your machine can read it Thank you and Gil Beebe for sending me the trip reports 
from Randy, Jack and Gil. These were very helpful. 

Ihor 

In both Randy Brill's trip report and e-mail he mentions that Dr. Bogdanova gave you a 
list or form of the urgent needs for consumables (other things?) she checked off. Could 
you send me this list? I would appreciate a copy of your trip report as well when it is 
complete. 

Thanks! 


We are transmitting 9 pages (including this cover sheet). 

Health and Ecological Assessment DivisiMi 

Atmospheric and Ecological Sciences Prognm EnviroiunenUl Programs Directorate 

PLawrence Livermore National Laboratory, P.O. Box SOS, Mail Stop L-28S Livermore, CA 94551-9900 
University of California Fax (510) 424-6406 Telex (910) 586-8339 
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Dose Reconstruction Program 

(Former Risk Sciences Center) 


Lynxi R. Anspaugh, Scientific Director 
(510) 424-6409 
anspaughl@llnl.gov 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendrickson3@llnl.gov 




May 29, 1996 




Telephone 

Fax 

TO: 

Lynn Anspaugh 

510-424-6409 

510-424-6408 


Gil Beebe 

301-436-5067 

301-496-1854 


Mohandas Bhat 

301-903-1719 

301-903-1413 


Andre Bonville 

301-436-9326 

301-^6-1224 


Randy Brill 

508-856-4236 

508-856-4572 


Elaine Gallin 

301-9032105 

Same as Bhat 


Ihor Maznyak 

Same as Bouville 

Same as Bouville 


Everett Mincey 

604-888-7417 

604-888-0471 


Jack Robbins 

301-436-5761 

301-402-0387 

FROM: 

Sheilah Hendrickson 

TELE NO: 

(510) 424-6410 


SUBJECT: Ukraine Thyroid Project 


MESSAGE; 


The results of comparing the list of equipment that is being provided by the EC and the list 
(complete) from Ukraine follows. Per agreement, I will also send this to Anna Karaoglou 
once we clarify the questionable items. 


Please note: 


(1) This is our first draft of the spreadsheet/database for Ukraine. 

(2) This is our best estimate of "exact word-for-word matches" or 
what we think are "near-matches" 

(3) Questionable matches— Andre please advis e me to whom I 
should address these items± 

(4) I will refer to the list from the European Commission as the 
"EC Nbr." 

(5) I will refer to the list from Ukraine as "LLNL Nbr." 


We are transmitting 13 pages (including this cover sheet). 


Health and Ecological Assessment Division 

Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

PLawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L-286 Livermore, CA 94551-9900 
University of Califoinia (510) 424-6408 Telex (910) 386-8339 
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Anspaugh, Beebe, Bhat, Bouville, Brill, Gallin, Mamyak, Mincey, Robbins 
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EC Nbr 

27 

LLNL Nbr 

Comments 

97 

Similar. Does not include photography equipment. EC is 
providing a double headed and the Ukraine request was 
for either a 2 or 4 head. 

30 

110 

Both balances, but are they the same? 

31 

126-132 

Different sizes? 

32-33 

98 

Is this the microscope slide storage system? 

36 

101 

Are these vacutainers? 

39 

146 

MATCH 

40 

147 

MATCH 

41 

149 

MATCH 

42 

150 

MATCH 

43 

148 

MATCH 

44 

157 

MATCH 

45 

158 

MATCH 

46 

162 

MATCH — Do we use the same grade of AR grade 200 L? 

47 

164 

MATCH— Do we use the same grade of AR grade 200 1? 

48 

163 

MATCH — Do we use the same grade of AR grade 200 1? 

49 

144 

MATCH 

50 

168 

MATCH 

52 

169-175 

Some similarities, but different 

53 

134 

Different description 

55 

135 

MATCH 

56 

135 

MATCH 

57 

142 

Different description 

58 

138 

Cover glasses? 

59 

137 

MATCH 

61 

155 

Same as parafonnaldehyde? 

63 

114 

Slide projector? 

66 

109 

MATCH 

67 

111 

MATCH 

68 

112 

MATCH 

69 

113 

MATCH 

70 

178 

MATCH 

71 

179 

MATCH 
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72 

180 

MATCH 

73 

181 

MATCH 

74 

182-184 

MATCH 

75 

185 

MATCH 

76 

156 

MATCH 

77 

160 

MATCH 

78 

161 

MATCH 

79 

140 

MATCH 

83 

154 

MATCH 


CHEST FREEZERS -70®^ This is a chest freezer. The others are portable. 


Andre and Randy — For the items that are "matches" and what is determined to be 
"matches" I will keep on the spreadsheet/database. However, please advise me if ALL or 
SELECTED match items should be excluded from being purchased. If I remember correctly, 
the U.S. team that just returned from Kiev was also going to determine if any items that 
the EC was providing needed to be purchased from the U.S. as well. 

Randy and Andre — Could you update me about the above mentioned trip as it relates to 
equipment discussions? 

Ihor — I also understand from Dr. Tereshchenko that he has solved the issue of tax 
exemptions, etc., for equipment to be shipped by us to Ukraine. Dr. Tereshchenko stated 
that he has documents to this effect and that these documents were provided to you for 
transmission to me. Please be sure that these documents are promptly sent to me. 

Also, — IMX in Belarus : 

Per our May 13th meeting, and discussion with LLNL Procurement and Abbott (both the 
represenative for Europe and their contract procurement department) — We are processing 
the cancellation of the IMX order. Abbott advised they will pick up the IMX as there is 
need in other hospitals/laboratories and requesed I notify Minsk. Abbott understands our 
situation and looks at this as "strictly business." They hope they can work and help us in 
the future both in Belarus and Ukraine. 

If anyone has any questions or comments, please contact me by telephone, e-mail, or fax. 


Sheilah Hendrickson 
Project Manager 
Equipment and Supplies 
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dzLrvKiGi 'ho 'TksL 


EQUiTAUXr FOR OFERATIOK THEATRE 
Aidb HlSr6?A■^^klLn6^ 




1 . Operating Theater TaUe. 4 secnon general piopose. with fiiliy mobite l^fdiaufic base, movemeots 
to include, trenddenburg tSt, reverse trenddemburg. lateral tilt, diair supplied wsh x>niy cassette 
spade (Mechanical 2 pcs.). 


2. Autoclave bendi (2 pcs). 

3. Lights - f^tTwig Mounted Opendng Light, with heat protection 61ten, 10 x SO wan low voltage 
halogen bulbs. »are bulb, focus control nesilisable haode, sdf arresdng height adjustable (2 pcs.}. 

4. h<fofaae Operating U gH 3 %ht sources. sireiUr spedficadon as above (^cs.). (If possble 
with a j t ou cmi c dearie soj^ • baneries). 

5. Magni^iqg fordtaed opda for firing for augeon (2 pcs.). 

6. Large Radicai Set of Surreal insmunems for nedc operations (SO denotninaQoas. 1 13 items) and 
Small Radical Set of Surgicd inarumects for neck opertf ons (36 denominations. SS hems) 

7. Hlectrosurgicai System (Dtathemqr) mounted on mobile trolley, with foot switch, power range 50- 
100 watts, sdecaoB of datfaenny pen^ (4 pcs.). 

8. Surgieal Sucaon Pump. 2 coOeedng jars. 2 (iter capadry, mounted on modi stand. Vacuum 
Tnaximum m excess of 600 nan Hg (8 pcs.). 

9. Stretcher Trolley • coisplese with impaa wsorbing buffer to mininnze damage to doors and waOs. 

four wheds. with whed brakes, antistaic mattress, side rails, drip pole, drip pole socket. 

blanket trey, trolly to be able to in bead down position (2 pcs.}. 

1 0. Stm^e trolly for paneats traosportaxion. (6 pcs.). 

1 1. Photocamera with objectives for intraoperative shooting (I pcs). 

12. Paraformaline chamber for instrument steniization (2 pcs.). 

1 3. Medical Coals for Operarion Staff and Staff (600 pcs., preferably green). 

14. Cotoa-paper sbeeo (1.000 pcs., preferably green). 

15. Meral boxes for sterile materials of different sizes (50 pcs.). 

16. Laryngoscqies (5 pcx). 


4 
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17. Appiiaajs ibr ancoas A respdnnoa (2pc$.). 

18. Moniton for anestethk maclnne, jararateers iodoek eCGWaspinrioii, dor iavasve blood 
pressure, pulse oximeay. tenperimre and recorder module wkh all accessories (I pcs.). 

19. Machine (tonometer) for measurement arterial pressure Gndvect method. 10 pcs.). 

20. Tradieo-lafyBgBd ousks (15 pea.). 

21. Fibrooptical brooefaoscope (1 pea.). 

22. Vasoean Braunue dUunetr 1.7 mm / 16GOD (1.000 pea.). 


23. Viggo Veofloa 2 ***•<•'»*"' 10 G/1,7 mm Oi). (1 .000 pcs.). 

24. Viggo Venflon 2 fiaoetr 17 0/1,4 mm O.D. (l.OOO pcs.). 

25. Miniset Vdalnfiisioo Set 19 Gx 1,9 cm (IM") (l.OOO pea.). 


2dButtei^l9 1,1 mm fiemetr0,8 ram. (l.OOOpcs.). 

nn . listopKholosic.1 dhjnoA^ tochins. 

^ - otj«avelcBH,timH63.25. 10 4 ,nd 2 or.iWK««eof™sndca»n. - 

iniiludc. ph.c>tT>c^ro.P‘ 

28. Rotary rmerwo"^ twth knhres and disposaWe microtome Wades (50 blades). 

29. Vacjum unit for Shaoden HUtokinette processor. 

\ lO 50. Analytical bdanca (eg. Sanorius AC 1205) 3c+h balances, buf" dcso-iphon JS <3'‘^?ercrri 


31 7a<Sustablepipeties(2of2|U.lof200 pl.2of 1.000 jil wd 2 of 5.000 pO with tips (e.g. 

1 2 1- I cod. m«ob« P2. nOO, PIOOO .nd PSOOO: dp to b. in b.*. of 

100 for the 2 pi japeite and 1000 for the remainder), “pi-t+crerrt s(2.tfs . 
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fil 10 maal side racks (Mch boUBns 25 microscope sBda for saining). 


l6 4hi5 -the 'TTAcirci-^opi 
Slide s+era^c. 

I^Qaai troughs (capedty 400 mis. Urge enou^ to hold one slide rack (non 6) e>ch). 

34, 12 measuring cytindos (4*25 mis, 4x100 nds, 4x500 mis). 

35. 5 timers, battery operated, small dip on type. 

\Cl 36. Plastic iidvosal containers. 1 box of 400 )^rE- -rin^sc. 'JO.CU-. o-incrs . 


37. 5 radts to bold bijous. 


5 
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^ 38. Bgoos (1 box of 700). 

39. RteattoicyfinCGill no 3) 12 kg. 

/^7 ^ 40. EosinB, lOOg. 

X 41. Aldan blue 100 g. 
j S'O ^ 42. Congo red 100 g. 

|46 Giemsa stain too g. 

157 44.Metfa7laKbluel00g. 

IS6 4S. save ante 100 g. 

I UZ X 46. Xyleae;^^^2 
1 X 47. MeAaool fiR grade 200 
48. Bihanol jAR 8x2,5 L.) 

><'49.Paiafl5nfiirtisiueaabeddin8 (25 kg.) 

^ 50. l^dt^en peoxidase OTR 30% w/v IL. 

51 Strq;t ABC ioL 

32. Asabode; swine xsd-rCabbh HRP. rabbit anti-human tbyrosJobuTui. rabbit anti-fauman caldtonm. 
some Sti7nTfl>m£^ji3af differtn-r 

53. Pla5dc fei»ege; for holdna histological specimens (No. 5.0001. dcscrip-hcn 

34. Cassette Bda (metal) (Mo. 500). 
i53 53. Disposable microtoine blades (No. 30 boxe of 30). 

I H'b 56. Cryospray (No. 30 bottles). 

l‘-iX 57. OCT forembeddii^firoicn maerial (No. 10 bottle). — citTrCt^erH" desert p'hor' 

58. Coveslips (22x50nim)( No. 50 box« of 100). — Cr^vtr 0 |^S,Sc^ 

137 39. Microscope sUdes(Goldscar) (No. 3.000). 

60. De»ex (Hsiological mountam) (No. 3x500 mis). 

155" 6 1 . Fonnaldehyde (bufered concentrate) (No 20x5 Hires). ^ P CtKl-fe rrrjn !d e € 


6 
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62. Ntkon focusng mafiificr /e£ MPC 9300. (N. 1) 

63. Aoteouitic Sj'Sttm for Side PtaoAoMntioa (No. 1). Sli^& . 

64. Antoaadc 6]rstm for P — o iwtr attow of Tablo*, Picturts, etc., «• mnipmnt films 
(overhead projccMr) (No. 1). 

65. Transpareot Fiats for overhead projector (cues) (No. 20X 
iQCf 66. JBstoaamatksKdeStahMn (for small aiBouBcefstfclcs)(No.l). 

/ / f 67. PHASE MmUt (Ne.1). 

//^ 66. Micreslides Sconce SystCBU (No.]). 

■1-13 ' 69..11ssDcBledaSCoracsS7SteiBs(No.I). 

nS' ‘70.EpfraAcederatorDMP3«(25«Bl)(NoL2). 

/ 7 ^ 71. Epon Bardcacr SDSA (11) (Nol 2). 

jtO 72. Epoa 112 (11) (No. 3). 

It I 73.EpeaHardeBerMNA(ll)(No.2). 

/ S 2 ' / Grids fisr Traasmissida Electroa Microecopy 

Spi-Gfideelleetioal(Ctt) GTS (eases) (No. 30) 

GlOO (cases) (No.20). 

j2S 75. Glass Strips (2£x6.3Si400 BUB) 

for Tnuumisooa EUctroa Mkroscopy (cases) (No. 10). 

I S Ifi 76. OnahuB Tetroxide (IgXlH, SignM). 

I UO 77. Lead citrate Trthydrate (ISf) (TOp. Signu). 

I hi 78. tfroByl Acatatt DUiydrate (100 g Signu) 

1^0 29. Gapsoks pbsdc or gdatiac dS>7 am (18.000 Sigam). 

SO. EM Shceo Mesh Ftoc Grids type FlOO (100 pcs/^ck) (30 41M 01847). 

8 1. EM Sheea Mesh Tum Grids type FISO ( 100 pc»^cfc) (90 4] M 018^. 

82. EM Sheen Mesh Fiac Grids type F200 (100 pca/pack) (SO 41M 01863). 

I SH- S3. Glmaraldcbyde Grade 2S% for EM (100 al) (11 Sigaa). 


7 
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$4. Ultranicrototne MT-T 

(1) 



8S. Glass Koxfe K&ker for intrxmicrotome' 

(U 


86. Ultrastainar for Hectroo Mcroseppy* 

(1) 



87. Mcrcuiy Battery H“22Dffl 29 . 7V 

(2 

3020 

00178). 

88. Mercaiy Battery B.12IVB I6.2V’ 

(14 3020 00313). 

89. Mercury Banoy E-6D/B % . I V* 

p: 

3020 00381). 

90. Ttea Apemire fiir 01. (20-40-60-120)' 

P 

4180 

00433). 

91. TKa Foil Apenore for C.L pO-200-300-400)* 

(5 

4180 

00565). 

92. Fixed Aperture for CX.-P.F- (500 Cl- 1)‘ 

(5 

6000 

6S316). 

93. Fix”^ Aperture for C.L.-PJ*. 0 000 Cl-2)' 

(5 

4180 

01131). 

94. Txstaluia Boat for Cleans (for Tain Foil apenure)' 

(5 

6000 

02691). 

95. Taraahitn Boat for Ctenng (foe Disk Type aperture)' 

(5 

6000 

02969). 


ICO 




Thi*> i£> Q. c-hes+ '-rrcczcr. 
The. o+her^> arc, por+iLble. 


8 
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OEPAITNENT OF HEALTH A HUMAN SEIVICBS 


V/' 


PuWieHMilh $«rvic* 


Nattoral liMtftutM of H«aM) 
NMieiMl CafMtr Incthut* 
BathMda, Marylmd 20892 


TELEFAX MESSAGE 



Telephone: (301)496-9326 Tdefin: (301)496-1224 

TROM: Name & Address: Dr. IhorMasQ'k 

Radiatim Effects Braodb 
Ncdonal Cancer iDstitiite 
Executive ^aza North, Room 330 
Bethesda,MD 29S92 



NUMBER OF PAGES INCLUDING COVER PAGE: 3 
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Memo : to Dr. Bruce W. Wachholz * 

From: I. J. Masnyk — 

Sut^ect: Equipment^suppUes Request fm Pathology Laborai 
Ulff-Am Tl^ioid Cancer Project 
Date: 6 Jun 96 

An informal session was bdd wifo Dr. Bogdanova. Dr. Robbins, Dr. Brill and me on the 
24 May, the last day of our visit to Dr. Tronko’s Institute of Endocrinology and Metabolism (ref: 
trip report) to discuss her request for equipment and srq^pUes. Evaluating the overall request 
stfomicted by Dr. Tronko, we realized that the European Commuinty assigned foods for procuring 
equipment and supplies Or. Bogdanova which paralleled her request to us. Therefore, taking 
advvstage of our p r es ence in Kyiv, we esqjlained to Dr. Bogdanova that, since she is about to 
receive most if not all itarM from EC, we could not approve them under our project Her position 
was that dte actually recttved very litde &r and inunediatdy deleted those items horn her list 
presented to us. She was worried that the project will start without her having the necessary 
tools to do her job. After prolonged ecchuige between her and the American group, H was 
agreed that we will wait for the ddiveries fro m EC, and if there ^ould be shortages, we will 
address them at a later stage to make sure thar all that is required will be available. 

In the meantime Dr. Bogdanova told us she has critical need for a number of reagents. A 
list was prrovided and we ^reed to submit it to IXNL for processing. The list is ^tperKled. No 
other hems on the Ost were approved for procuremeit at this time. 

Finally. Dr. Bodgdanova addressed the problem of tasks projected for the first quarter. 

She already has data in ber laboratory on thyroid cancers going back to 1987. She feeb that she 
should be allowed to extract the cases from that period which would be then available for our 
study. Even tbou^i, it was pointed out to her that this was not in the protocol and that the cohort 
has not yet been estabCshed, h could be added to the protocol and we agreed to add a subtaak 7 J 
to the list fvovided and i^eed to by Dr. Tronko, with 3 man-months of ^bn allocated to it. 

Ten to be added to the list of tasks: 

“7.3 Assemble a h^tilr of morphologic material fi^m the rayons representing the cohort 
selection so that they would be available for review when the cohort b selected.” 



cc: Anspaugh 

Be^>e 
Bouviile 
BriU 
GaHin 

Hendrickson 

Robbins 
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Memo to Dr. B.W. Wacfaholz. dated 6 Jun 96, p.2 


Hematoxylin (GiU No. 3) 

Eosin B 

Xylene AK grade 
Metbanol AK grade 
Ethanol AK grade 
Paraffin for dssue ethbeddb^ 

Hydrogen peroxide 30% w/v 
Plastic cassettes for boltfiog histolopcal 
Di^sable nncrotome blades 
Cryospray 

Cover sli^ (22x50 mm) 
hficroscope slides (Goldstar) 

Depex (histologieal mountant) 
Formaldehyde (bufiered coaceotrate) 

Epon Accelerator DMP 30 (250 oO 
Epon ibrdeaer DDSA (1 1} 

EponSI2(lI) 

Epon Mardeoer MNA (1 1} 

(^ds for Transnassoo Electron Microscopy 
Spi-Gnd collection I(Cu) 

Osndum tetroxide 
Uranyl Acetate Difaydrate 
C^miles plastic or gdatine d5>7 mm 
Giutaraldebyde Grade 25% for EM 


12 kg 
lOOg 
200 L 
200 L 
8x2.5 L 
25 
IL 

5.000 

50 boxes of SO 
30 bottles 
SO boxes on 00 

5.000 
5x500 ml 
20x5 L 
2 

2 

2 

2 

30 cases G75 
IW cases GlOO 
1 g dig Sigma) 
100 g (Sigma) 

10.000 (Sigma) 
100 mi (11 Sigma) 
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Dose Reconstruction Program 

(Fonner Risk Sciences Center) 

Lyxui R. AiMpaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

(510) 424'«409 (510) 424-6410 

anspaughl@lliil.gov hendriclcson3@llnl.gov 


June 18, 1996 

TO: 


FROM: 


SUBJECT: 

MESSAGE: 

Dear Anna, 

I apologize for the delay in providing you a comparison of the lists for equipment 
and supplies for Ukraine. There are 30 "matches" and 11 items with similar descriptions 
that will need to be clarified during my July 1 trip to Kiev (Wc were able to clarify some 
items with Dr. Randy Brill from the American team.). Following are the results, I have 
used your numbering system (EC Nbr below) from the list you provided to Andre against 
the original list from the Ukraine. We will be duplicating some items as indicated below. 

Also, in discussion with Andre, do you think it would be a good idea for me to meet 
and establish communications with your office in Kiev? How do you see LLNL (for the 
U3.) updating you (EC>? Should we share requests for equipment and supplies or a list of 
items we purchase and deliver? Also, I would think it would be most helpful for both the 
US and EC to know when items are expected or actually delivered. I would appreciate your 
comments and suggests as well as if it is best to communicate with your EC office in Kiev. 


Anna Karaoglou— 011-32-2-296-6256 
Andre Bouville— 1-301-496-1224 
Randy Brill— 1-508-856-4572 

Sheilah He^ dn^ ^i^^Qjr~) TELE NO: (510) 424-6410 

Equipment List for Ukraine Thyroid Cancer Study 


We are transmitting 3 pages (including this cover sheet). 


Health and Ecotegical Asacssnent Division 

ryn Atmospheric and Ecolegica) Sciences Program EnvironmenUl Programs Directorate 

I I I ^-^ Lawrence Livermore National Laboratory. P.O. Box 808, Mail Stop L-286 Livermore, CA 94551-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 



Anna Karaoglou 
Jxme 18, 1996 
Page 2 


EC Nbr Hem (not full description) Rimarte 

27 Microscope We will purchase either a 2 or 4 head or just 

photography attachment depending if Pathology or 
Cytology receives you microscope. 


30 

Balances 

Qaxify 

31 

Copier 

Qaiify size specifications 

32-33 

Metal slide racks/glass troughs 

Clarify 

36 

Plastic universal containers 

Same as vacutainers? 

39 

Haematoxylin 

Match — U.S. will order 

40 

Eosin 

Match — U.S. will order 

41 

Aician blue 

Match 

42 

Congo red 

Match 

43 

Giemsa stain 

Match 

44 

Methylene blue 

Match 

45 

Silver nitrate 

Match 

46 

Xylene 

Match — U.S. will order 

47 

Methanol 

Match — U.S. will order 

48 

Ethanol 

Match — U.S. will order 

49 

Paraffin 

Match — U.S. will order 

50 

Hydrogen peroxidase 

Match— U.S. will order 

52 

Antibodies 

Similarities — Clarify 

53 

Plastic cassettes 

Garify 

55 

Disposable microtome blades 

Match — U.S. will order 

56 

Cryospray 

Match — U.S. will order 

57 

OCT for embedding 

Match — U.S. will order 

58 

Covers lips 

Garify 

59 

Microscope slides 

Match — U.S. will order 

61 

Formaldehyde 

Same as paraformaldehyde? — Clarify 

63 

Slide project 

Garify 

66 

Histoaumatic slide Stainers 

Match 

67 

PH/ISE Meter 

Match 

68 

Microslides Storage Systems 

Match 

69 

Tissue Blocks Storage Systems 

Match 

70 

Epon accelerator 

Match — U.S. will order 



Anna Karaogloi 
June 18, 1996 
Pages 
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EC Nbr Hem (not full descriprionL.. 

71 Epon Hardener DDSA 

72 Epon 812 

73 Epon Hardener MNA 

74 • Grids 

75 Glass Strips 

76 Osmium Tetroxide 

77 Lead citrate Trihydrate 

78 Uranyl Acetate Dihydrate 

79 Capsules plasdc or gelatine 

83 Glutaraldehyde Grade 

Chest Freezers -70 degree C 

Anna, if you prefer, you can send ; 


Remarks 

Match — U.S. will order 
Match — U.S. will order 
Match — U.S. will order 
Match — U.S. will order 
Match 

Match — U.S. will order 
Match 

Match — U.S. will order 
Match — U.S. will order 
Match — U.S. will order 
Portables requested from the U.S. 

a reply by e-mail. My e-mail address is 


hendrickson3@LLNL.gov 

I will be leaving for Minsk on Friday, June 21. Andre will be on the same trip to 
both Minsk and Kiev. We will also try to conUct you during this time. 


My best regards and hello to Jaak! 
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Author: Blaine GalXin at EH-07 
•te: 7/10/96 5:54 PM 

iority: Noraal 
^0: CHERIE 6IAHIM0 
TO: MOHAMDAS BHAT 
TO: RUTfl NBTA 
TO: JOSSPH WEISS 
Subject: Ra: Just a small note 
Message Contents 


Forward Header 


Subject: Re: Just a small note 

Author: Sheilah.Hendriclcsongquickmail.llnl.gov_at_INTERNBT at X400PO 

Date: 7/10/96 2:09 PM 


RE>Ju8t a small note 7/10/96 


Dear Everett : 

Thank you for your message. I hope your Russian studies are going well. 

Re Kiev. Unfortunately unless we asked specific questions about Minsk or 
*fiev, MCI does not give us much information, present or future. It has 
:en suggested that I read the operations manual, but I do not think this 
lould supersede project management and integration of all participants, 
uynn and I 

are waiting for the "promised" timeline schedule which NCI said they would 
provide at our May 13th meeting. 

It is my plan to ask Ihor when they plan to have you involved for both 
Belarus 

and Ukraine so I can plan for the equipment and supplies. I will be 
receiving 

equipment lists from Minsk and Kiev approx July 15 for equipment and 
supplies 

for the next 12 months. I will be sharing this info with everyone. 

Please keep in mine that LLML needs time to research, purcahse and ship. So 
the sooner we have info we can deliver things when needed. 

We'll keep in touch. Again thanks for your e-mail. 

Sheilah 


Date: 7/9/96 10:52 PM 
To: Sheilah Hendrickson 
Prom: Everett K. Mincey 
Dear Sheilah: 

iSt a small note to let you know that I am in St. Petersburg for July, 
.udying 

Russian. I am able to access my CompuServe email box directly from here 
using 

the telephone system and my laptop. If you have questions about materials 
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supf.!^®® which concern me, please send email and I will respond since I 
check 

the mailbox daily. 'There are major questions about eventual equipment and 
tests 

"or the laboratory aspects in Kiev. There has been no selection of 
iboratory 

^paratus for Kiev as yet. 

I would like to have a final decision about the type of lab testing in 
Minsk before we schedule a real pilot run. That will not happen before 
September so 

there is time to get things reorganiaed. With the changes<or about to be 
changes) in the director of the RIIW, it is a good time to reorganize and 
streamling the project in Minsk and do the roost cost-effective testing 
possible. 


I have not heard from anyone in NCI since I have been here. Having no 
timetable 

and no visible plan, I decided to use my time productively. I am still 
connected 

by email so there should be no problem. If you talk to Elaine Gallin you 
can tell her that she can contact me at my email address and I will get it 
in Russia. 

Regards , 

Everett 


RFC822 Header Follows 

sceived: by qaickmail.ilsl.gov with Slfrp;9 Jul 1996 22:51:52 -0700 
Keceived: by arl-img-Z.coii^userve.com (8.6.10/5.9SOS15) 
id BAA17606; Wed, 10 Jul 1996 01:51:57 -0400 
Date: 10 Jul 96 01:46:44 EDT 

From: "Everett K. Mincey" <75324 . 3526§CompuServe. C0M> 

To: Sheilah Hendrickson <6heilah. hendricksonSquickmail . llnl.gov> 
Subject: Just a small note 

Message-ID: <960710054644_?5324.3526__EHI58-18CoapuServe.COM> 
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I Printed 9/: lynn Anspaugh Pag*: 1 7/23/96 2:07 P! 

From: Beebe. Gilbert (7/20/96) 

To: Lynn Anspeugh 

CC: WBchholz. Bruce, Van Middlesworth. Shore. Roy*. Robbins. Jacob. 

Hicchcll, Herman, llincey. Hasny*'* Ihor. brill, Bouville, Andre, Becker, Dr David 
Mail’LinJoB SMTP OkrMi Thyroid Stui^ 

Lynn, 1 th^uVi you Cor this useful zeiiinder chat 1 «n forwarding to others in 
the NCI Worj^ing Croup on ny e-nail list. As you know, our endocrinologists. 

Jack and Dave, axe standing fine on the desirability of starting with Che 
full array of tests, although exactly this means in terns of number of 

subjects (kits, etc) remains undefined, fiirthcr, we are under a real 
obligation not to change the scientific protocol unilaterally and will have 
to accelerate the appoinenent of the Advisory group, and also its first 
ometing. I think it would help to move the issue into the limelight if we 
had some numbers (costs) to think about, supplies in relation to nuni>ers of 
subjects. It will cake a while for Tronko to get up to any real volume, I 
suspect, but we don't went to waste money either. 

I don't recall minutes of the 13 May meeting but will look. There 
should be some notes, at least. 

Gil 


RZPLY FROM: Be^e, Gilbert 

Return-Path: <Lynn.An 9 aughBquidaail.llnl. 90 v> 

Received: from Saratoga. dcrt.nih. gov by SKTPl. as. hub. nih.gov id 
<31EFC48EB3rPPl.nm.hub.nih.gov>; Pri. 1> Jul 96 13:23:26 edC. 

Received: byweb.nih.gov (8.6.10/1.35(n*b-1.0)) id MAA07818; Fri, 19 Jul 1996 
13:21:33 -0400 

Received: from popeye.llnl.gov by w^.nih. gov (8.6.10/1.35 (nsb-l.OJ ) id 
NAA07748; Fri, 19 Jul 1996 13:21:30 -0400 
Received: from quic)anail. llnl.gov by p 0 p 4 ye.llnl.gov (8.6.10/IIML-2.0I id 
KAA12787: Fri, 19 Jul 1996 10:21:24 -0700 
Message-XO: <nl374350761.5101Bquic)nail.llnl.gov> 

Date: 19 Jul 1996 10:31:11 -0700 

Frcat: *lynn Anspaugh* <lynn.An 9 augh 8 quickBail.llnl.gov> 

Return-Receipt -To: *Lynn Anspau(^* <lynn.An9augh8^ic)onail.llnl.gov> 

Subject: ulerMt Thyroid Study 

To; ’Gil Beebe* <be9egBepndce.nci.nih.gov>, ‘Andre Bouville* 
<b 0 uvillaB 9 ndce.nci.nih.gov>, ‘Everett Mincey: 

<753 24 . 3 52 BBccapuserve . COBo 

Cc: 'Mohandas Bhac* «DOhandas.bhatBhq.doc.gev>, ‘Elaine Gallin' 

<eiaine . gal linlhqBhq . doe . gov> 

X-Mailer: Mail*Link SMTP-QM 3.0.2 

Subject: Time:9:38 AM 

OFFICE Mao OkrAm TTiyroid Stu^ Date:7/l9/96 

Dear Gil, Andre, and Everett , 

The following is an informal coewioicatico to scientific colleagues. 

After a few iteratiens, 1 received an invoice from Prof. Tronko chat ws 
consisteic with the agreed Mpoc milestones and the funding agreement. I put 
this together with all of the other materials that had been given to Andre. 
Sheilah, and me in iciev and sent them on to Elaine Gallin. 

Elaine accepted that these materials fulfilled all of the cwidicions of the 
funding agreefoenc for the transfer of money, and she sent a fax to Prof. 
Tronko stating that Che funding document has left her office and that he can 
e 9 ecc the first installment of funds in a few weeks. 

It is inportanc to note chat the agreed upon start dace for acconplishing 
Che milestones is June 3, 1996. Prof. Tronlw seems anxious to proceed with 
establishing the DCC. 

Cai another iwccer—we (LLNL. NCI. and Mincey) held a meeting at WCI on Msy 
13 this year. One of the natters brought up for discussion »^s the need or 
lack thereof of the Protocol-specified analyses of blood sa 9 les. The problem 
is t)ie cost, vdiich will far exceed aiy current monies available for c)>e «tir# 
Projects, we agreed that this natter should be debated before the Oversight 
Group. We also agreed that it would be very helpful to all of us for the NCI 
management to construct a master s^tedule of these projects, so Chat the 
equipment buyers would have a better handle on tdten supplies are needed. This 
is even more critical than we thought, as we learned Airing our recent trip 
chat several additional itmw (such as vacutainers and blood-draw needles) are 
Cine sensitive and have eviration daces. 

MF questions for the moment are 
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I Printed By: Lynn Anspaugh Page: 2 7/23/96 2:Q7 ?Mj 

1. Are there any minutes of Che May 13 meecmg? If noc, I will prepare. 

2. Has anything been done co address the biood-analyses issue? If noc. I 
vill scare co do so. 

3 . Is chere any noventefic co appoint an Oversight Group? 

4. Has anything been done co constrxicc Che laascer s<Aediile? 

Regards. Lynn 


RFC822 Header Follows 

Received: by quicJonail. llnl.gov with SMrP;20 Jul 1996 08:06:32 -0700 
Received: from SKTPZ .nni.fiub.nih.gov by web.nih.gov (8 .6.10/l-35(nsb-1.0f ) 
id LAA1967«; Sac, 20 JuL 1996 11:04:08 -0400 
Received; by SMrP2 .nni.hub.nih.gov wich Microsoft Mail 
id <3lFOFS66eSMrP2.tmi.httb.nih.gov>; Sac. 20 Jul 96 11:04:06 edc 
From: ’Beebe. Gilbert* <8EEBE)G8epndce-nci-nih.gov> 

To: Lynn .AnspaughSquiclonail . llnl .gov 

Cc: ‘Wachholr, Bruce* <WACHHOLB®epndce.nci.iiih.gov>, 

Van Hidilesworch <lvanmid9physid.ucnen.edu>, 

•Shore, Roy#' <shorer0l9cicgcl6.med.nyu.edu>, 

•Robbins, Jacob' <JftCOBR9BIX510.NIDDK.NlH.OOV>. 

•Mitchell. Herman* <HERMMrtNERI»CIMAlL.C0M>, 

Mincey <75324 .35269coctvuserve.coin>, 

•Hasnyk. Ihor* <Masnykieepodce. nci.iiih.gov>. 
brill <brill9umassn>ed.uiwned.edu> 

Cc: 'Bouville, Andre* <B00VILLA9epndce.nci.iuh.gov>, 

•Becker, Dr CJavid* ^<BI0PHY8KPCS.MSKCC.0RG> 

Subject: UkrJUn Thyroid SCu^ 

Dace: Sac. 20 Jul 96 11:04:00 edc 
Hessage-lO: <31F0F5669SMrP2 .Bin.hub.nih.gov> 

Qicoding; 73 TECT 
X-Mailer: Microsoft Medl V3.0 
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I Printtd By ; Lynn Anspaugfa Paa»r 1 

ProMs ev«r«et K. Kinc«y (7/19/90 

To: L/vn Anspau0h, Gilbert Mohandas Bhat, Andre Bouville, 

Elaine Gallin 

Mail*LinM SMTP UkrAn TtYreld Stu^ 

SUBJECT: Reply to nsno ot 7/19: 


: am pleased that an agreenant has bean eeneludad with principals in Kiev csd 
that they are anxious to start . As you taww. 1 have not bean involved at k / 
level with the project in Ukraine so chat w understanding of their needs r-d 
'wants* with regard to laboratozy capability is rudimncary. According to 
protocol there is provision for in-vitro testizig of sarvn SM^les. 1 have r 
that on Che uqy •equipwent and supplies* lists vdiich have originaced wit ??a< 
Tronko there have not been budget allomnees for stepping iCene for blooc; 
analyses. Itisse would include all phlebocoev icess. Cran^ort and storage t .ots 
and other leans. Support itaw would be siniiiar to those for Minsk, but ar‘.t 
itens asy be different if tranwort r s quir sn snt s are different. Aa far’ as “ 
know, no systens for laboratory analysis have bean selected as yet. 


Specific iceea 

1. I have no sdnuces of the diseuasioos of 13 May alcbou^ w n«ory of tr- 
gmeral topics is cpiite good. Ths aajor icen for chs purposes of your nano suld 
be the questions about reducing the varieq/ of in-vitro tests, tie. (Jack 
Robbins, plus others presatit) could agree that reducing the testing to 3 b? ic 
tests for screening would not reduce the scientific nor nedical inpect of - s 
project but in view of changes to protocols requ irin g approval of 
ovERSiarreosniccoe. it is difficult to effect ^lange i s— di s r ely. 

2. I have not heard that the issues about aianges la in-vltro testing have . 
discussed with fretters. It appears to ns that in Che short ter* there is : .ten 
choice but to continue with Che ^ocoeol. This option is not qppesling to r 

• certain level of insm—nt scion end personnel ace revtired for n 
varied of tests included in the pcoceeol. it would be a fiscal and nsas^ «t 
buedan to gear up for a earcain lewal of testing at the outset and than te 
reduce it considerably in the future. 


3. I cannot speak on this iten ^jouc O/eraight Qauf. 

4. I csnnec participate in Master ScbeAile eonstruetion since X have not be 1 
direct input in UkrAn project. I have seaa capias of various agpipnant lis* 
etc but Chat is ^eut it. tf actual eescing ie going to b e gin in Ukraine 
Belarus we can eenaidsr shifting sane of the supplies, if logUtieally fan; .hie. 
There are aaiy things to consider xegudiag Che Isboracery in IRcceine and *.s 
op«»cien. net least of which is wtMChec teat reageats will be identical C: 
Chose slated for Belarus so that wa can take sdvancega of sanrlngs of volisr 
whschar principals in Ukraine have fixed idMS about kinds of casts (stvpli^.'S). 
for anaaple. 

As soon as chare is a cosp r rtiansive, realistic scheme for Ukrains m cm 
consider Iwsw best to Met the deadl ines in the odsc cost effect ive eaxmer. Tbe 
one thing we went to avoid is to gear-up for a level and cina-frane of cest:jp 
which is uasuicdble, given local eoodiclons and capabilities. 


7/23/9e 2:16 PM 


RFC822 Header Follows 

Received: by quiclaail.llQl.gov with SNrF;19 JUl 1996 13:42:39 -0700 
Received: by hil-ing-3.co^userve.con (8.6.1()/S.9S0$15) 
id 0hAl2919; Fri, 19 JUl 1996 16:41:38 -0400 
Dace: 19 Jul 96 16:39:42 OT 

Fron: 'eweretc K. Ninev* <7S324.3S268CaaqMSccve.(Xa«> 

To: [ym Mispaugh <lynn. enapaugh8quiclaaBil.llnl.gov>, 

Gilbert Ds^s LbssbsB8spndcs.nei.nih.gov>. 

Mohandas Bhat <nohaBdas.bhac8taq.aee.gov>. 

Andre Bouville <bouvil U 8epndce.nci.aih.gov>. 

Blaine Gallin <eUine.gallin%taq8hq.doe.gov> 

Subject : UkrAn Ttyreid Study 

Nsssage-io: <960719203942.75324. 3S26.JHX106-L80onpiServe.aM» 
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From: £laln«.GalUn <8alna.Ga(linQhq.de«.gov> 

To: ud1 .IntamatSOynnJ^napaugruSqulckmall.lInl.gov”,’'... 

Data: 7/19/96 S:48pm 

Subjaet: Ukrtina Thyroid Studies 

R£: Ukraine Thyroid Study 

DOE has received alt ths documentation that was required to begin to 
process the paperwork to transfer funds to Or. Tronko to provide 
supplemental salary support for the Ukrainian sclendsts worklr>g on 
the U.S>Ukrajne Thyroid Study. The fur>ds for supplemental support for 
should arrive In Kiev within the next 3 weeks. 

As you ali know the funds are Dnked to specific milestones which for 
the first 6 months at least vrlH ba updated on 3 month Intervtf s. 

It takas a long time to purchase end send equipment and supplies, 
arrange for training, etc The DOE needs to know (1) If the niliettones 
for the first year are dasrly defbiad and (2) If the U.S. team has 
provfdad the Ukralnisn sdantists wHh the needed equipment and 
suppQes, training, etc to accomplish those milestones. 

Lynn‘s e-mail message (which I think you ell have received) Indicates 
that certain tasks stU remain, if work still needs to be dons, we 
would like to know what must be done, and what the plan (end 
timetable) is for complettng those tasks. 

DOE is anxious to work with aK of you to facilitate accomplishing the 
required tasks. 

Please respond within the next week wHh your recommendations on whet 
remains to be expiated to ensure that the Ukraine scientists can 
eccompilah the tasks for tf>ls pro}eet and that our funds for 
suppiemenUil salary support will not be wasted. 

We would ilka to resolve this issue as soon ss passible. 

Please let us know, if you tNnk that a FRETTERS meeting It necessary. 

Please forward this ennan message to the other members of the 
FRETTERS team, we do not have afl the e-mail addrasset. 

Thanks your help. 

Elaine Gellin 

Office of International Health Program, EH-tiS 
DOE 
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Dose Reconstruction Program 


Lynn R. Anspaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

(510) 424-6409 (510) 424-6410 

anspaughl61lnl.gov hendrickson3611nl.gov 


Address List for Fax 

Dr. Ihor Maznyk 
Dr. Aiidr4 Bouville 
NCI 

Fax: 301-496-1224 


Dr. Shlomo Yaniv 
NRC 

Fax: 301-415-5385 


Dr. David Becker 
New York Hospital 
Cornell Medical Center 
Fax: 212-746-8873 

Dr. Gilbert Beebe 
NCI 

Fax: 301-496-1854 


Dr. A. Bertrand Brill 
University of Massachusetts 
Medical Center 
Fax: 508-856-4572 

Dr. Jack Robbins 

National Institute of Diabetes and 
Digestive and Kidney Diseases 
Fax: 301-402-0387 


dated August 9, 1996 

Dr. Elaine Callin 
Dr. Mohandas Bhat 
Mr. Frank Hawkins 
DOE/EH-63 
Fax: 301-903-1413 

Dr. Roy Shore 

New York University Medical 
Center 

Fax: 212-263-8570 

Dr. Lester Van Middles worth 
University of Tennessee at 
Memphis 
Fax; 901-448-7126 

Dr. Jan Wolff 

National Institute of Diabetes and 
Digestive and Kidney Diseases 
Fax; 301-402-0240 

Dr. Everett Mincey 
Cymbeline Enterprises LTD. 

Fax: 604-888-0471 


Dr. Herman Mitchell 

New England Research Institute 

Fax; 617-926-8246 



We are transmitting 8 pages (including cover sheet). 

Atmospheric and Ecological Sciences Environment*! Programs Directorate 

Lawrence Livermore National Lahoratoiy, P.O. Box 608, L-286. Livermore, CA 94551-9900 
University of California Fax (510) 424-6408 Telex (910) 366-8339 
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Dose Reconstruction Program 

Lynn R. Anspaugh, Scientific Director SheUah M. Hendrickson, Executive Director 

(510) «24-6409 (510) 424-5410 

anspaughlOUnl.gov hendrickson30Unl.gov 


EQUIPMENT AND SUPPLY BUDGET 
12-MONTH COST ESTIMATE 



BELARUS 

k$ 

UKRAINE 

k$ 

DOE Capital Equipment Fimds (FY %) 

Cost including liens through July 

125.7 

78.7 

125.7 

119.5 

FUNDS AVAILABLE 

47.0 

67 

NRC Funds (FY 96) 

Cost including liens through July 

2657 

95.3 

500.0 

58.2 

FUNDS AVAILABLE 

169.7 

441A 

TOTAL FUNDS AVAILABLE 

216.7 

448.0 

12-Month Estimate for E & S Requests 

Not including cost for test kits 

mA 

732.4 

Total Funds Available minus Estimate 

73 

-284.4 

First year's costs for clinical chemistry 

according to the Protocol specifications 

142.7 

1281.8 

The Bottom Line 

-135.7 

-1,566.2 


As noted above, there is a shortfall of about $2,(XX),000 for supplies and 
equipment in order to implement the first 12 months of the projects according to 
the Protocols and according to the equipment and supply lists that have been 
received at LLNL. (Note: NQ has approved only a smrdl portion of the requested 
equipment and has not asked diat test kits, other supplies, and equipment be 


Atmotpheric and Ecological Sciences Enviroxunental Programs Directorate 

Lawrence Livermore National Laboratoi^, P.O. Box 608, L*286, Livermore, CA 94551-9900 
University of California Fax (510) 424-6406 Telex (910) 386-8359 
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FRETTERS 
August 9, 1996 
Page 2 


purchased for the performance of clinical chemistry analyses.) Clearly, some cost 
containment is in order, both in terms of scaling back the equipment requests and in 
reducing the clinical chemistry tests as stated in the Protocols. (Please refer to a 
separate fax from Lynn Anspaugh on the clinical chemistry issue.) 

Following are four pages that show the breakdown by country and group for 
the equipment and supply requests for the first twelve months (in the case of 
Ukraine and the next twelve months for Belarus). We will send via mail (there are 
too many pages to fax) the requests from each country, group, and justifications for 
equipment. 

Belarus 

From DOE and NCI (I recall being told by NCI that discussions took place with 
people in Belarus regarding this matter), I need a dear understanding of what the 
"administrative" part of funding support is to cover as far as equipment, supplies, 
services, and eqxiipment maintenance are concerned. For example, we have 
specifically advised that LLNL will no longer cover expenses for e-mail services once 
the funding agreement was in place and they received monies. 

Ukraine 

Again, from DOE and NCI I need a clear understanding of what the 
"administrative" part of the hmding support is to cover. Thus far, I have explained 
our business practices in Belarus (regarding e-mail, etc.) or types of items we will or 
will not purchase and the Ukrainians seem to be receptive Although we have 
already begun some purchasing activities for Ukraine, we are now at the same point 
for the equipment and supply process where I was asked to join the activities of the 
FRETTERS for the purchase of equipment and supplies for the Belarus thyroid 
protocol. At that time a meeting was convened by NCI (FRETTERS, Mincey, 
Mitchell, and Hendrickson) where I received several E & S lists from various 
American team members; the wish list from Belarussians and Russians (via 
Americans); and decisions were made for phase 1 and phase 2 purchases, the "on 
hold" listing, and additions and deletions of items. From that point, I was then able 
to work with individuals for the specifications of required equipment. 

As indicated above, I believe it is time for the American team to convene a 
meeting to review, discuss, and decide on the requested equipment for Ukraine and 
discuss the plan of action for Belarus. This is especially important, as we have not 
received (as requested at our May 13 meeting at NCI) a project-implementation 
schedule with indications of required equipment delivery for both projects. As I am 
neither a scientist nor a medical person, iriformation, education, and guidance from 
various American team members for the Ukraine project is needed so that I can 
perform and fulfill my part of this project. 
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FRETTERS 
August 9, 1996 
Pages 


I request clarification of ''administrative" funding support from DOE and NCI 
and request a respoirse from NCI regarding the above mentioned meeting. 

LJwV 

Sheilah Hendrickson 



577 



F 

F 



578 



579 




580 




581 


Dose Reconstruction Program 


Lynn IL Anspaugh, Scientific Dixector 
(510) 424-6409 
anspaughl@Ilnl.gov 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendrickson3@llnl.gov 


Address List for Fax dated August 9, 1996 


Dr. Ihor Maznyk 
Dr. Andre Bouville 
NQ 

Fax: 301-496-1224 


Dr. Shlomo Yaniv 
NRC 

Fax: 301-415-5385 


Dr. David Becker 
New York Hospital 
Cornell Medical Center 
Fax: 212-746-8873 

Dr. Gilbert Beebe 
NCI 

Fax: 301-496-1854 


Dr. A. Bertrand Brill 
University of Massachusetts 
Medical Center 
Fax: 508-856-4572 

Dr. Jack Robbins 

National Institute of Diabetes and 
Digestive and Kidney Diseases 
Fax: 301-402-0387 


Dr. Elaine Callin 
Dr. Mohandas Bhat 
Mr. Frank Hawkins 
DOE/EH-63 
Fax: 301-903-1413 

Dr. Roy Shore 

New York University Medical 
Center 

Fax: 212-263-8570 

Dr. Lester Van Middlesworth 
University of Tennessee at 
Memphis 
Fax: 901-448-7126 

Dr. Jan Wolff 

National Institute of Diabetes and 
Digestive and IGdney Diseases 
Fax: 301-402-0240 

Dr. Everett Mincey 
Cymbeline Enterprises LTD. 

Fax- 604-888-0471 


Dr. Herman Mitdkell 

New England Research Institute 

Fax 617-926-8246 


We are transmitting 7 pages (including cover sheet). 



Atmospheric and Ecological Sciences Environmental rngrams Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L-286, Livermore, CA 94551-9900 
Univessity of California Fax (510) 424-6408 Telex (910) 386-8339 
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Dose Reconstruction Program 

Lynn R. An^au^ Scientific Director Sheilah M. Hendiidcson, Executive Director 

(510) 424-6409 (510) 424-6410 

enspaugliiaUnLgav )tendridtson3alliiLgov 

August 9, 1996 

TO: Addressees on previous page 

TELE NO: fAX NO: 

FROM: LynnAnspaugh TELE NO (510)424-6409 

SUBJECT: Costs assodated with Oinical Chemistry Tests Indicated in Protocols 


MESSAGE: As some of you know, we have been bying to draw attention to the 
disparity between the amount of money allocated to die thyroid projects and die cost 
requirements of the two thyroid protocols, particulady as it concerns the prescribed 
tests for rliniral chemistry. This was discussed extensivdy with approximate 
estimates of costs during a May 13 meeting at NCI with LLNL, Dr. Robbins, and Dr. 
Mincey. 

Subsequendy, Dr. Beebe suggested that it would sharpen die focus if 
there were more specific cost estimates. These estimates are provided on the 
following pages to the best of our ability. These materials have been sent to 
Dr. Robbins and Dr. Mincey for review, but we do not believe that Dr. Mincey has 
yet seen them. Following the cost estimate sheets are remadcs from Dr. Robbins on 
ways to contain the costs. Presumably, such suggestions would have to be approved 
by the Oversight Committee, whenever there is one. 

As neariy all of you are much more experienced in this business than 
are we, we would appreciate any comments/suggestions regarding the validity of 
the cost estmutes. 



Atmospheric uid Ecologicri Sciences EnvironmenUI Progcams Diiectonte 

Lisnence Uvennoie Narionel Ubonloiy, P.O. Box SOS, 1-286, Uveimotc, CA 94551-9900 
UnivxBilyafCriifoniis Fix (510) 424-4408 Telex (910) 386a339 
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Betiam-Path: <daaiionepierce.lljii.gov> 

IteceivecL: fron saratoga.cJcrt.nih.gov 3fflP3.iniuhtd5.nih.gow id 
<3209ETFEe3fflP3.miuhub.iiih.gow>; Ihu, 08 Aug 96 10:47:26 edt 
Received: by wdb.nih.gov {8.6.10/1.35(nsk>-1.0) ) id KAA051927 IhUr 8 Aug 1996 
10:45:05 -0400 

Iteceived: fron pierce.llnl.gov by w^.mh.gov (8. 6.10/1. 35(iisi>-l. 0) ) id 

KAA05169; Thu, 8 Aug 1996 10:45:04 -0400 
Received: by pierce.llnl.gov (8.6.10/HNL“1.18/llnl.gov— 03.95) id HAA09419, 
Ihu, 8 Aug 1996 07:45:04 -0700 

btessage-Id: <199608081445. BAA09419epieroe.llnl.gov> 

Fran: postraastergllnl.gov (Autanated response fian UWL Postraaster) 

Date: Thu, 8 Aug 96 07:45:03 TOT 
To: JacciR0bdglO.niddk.nih.gov 

Subject: FAUiB tSUL to un)cnown recipieit "ansfpaucil" 

Your mail to ”anspaugrhl" could not be delivered because 
"anspau^il” is an unknown mail name. 

No additional locator infonnation is available at this time. 

Original itessage as received is as foUcws: 


Return-Path: <laccfcRgbdgl0.niddk.nlh.gov> 

Received: £ran w^.nih.gov by jrf.erce.llnl.gov 
(8 . 6 . 10/IIM>-1.18/llnl.gow-03. 95) 

id HAA09377; Ihu, 8 Aug 1996 07:44:52 -0700 
Received: jErom 3fflP2.ratn.)iii).mh.gov v^.nih.gov (8.6.10/1.35(nsb-1.0) ) 
id KAA04739; Ihu, 8 Aug 1996 10:44:46 -0400 
Received; To^ SMI52jtnuhub.nih.gov with Microsoft Mail 

id <3209EDSCg£M[P2.iim.hub.nih.gav>; Thu, 08 Aug 96 10:44:44 edt 
Frcm: "Robbins, Jaccb" <JaccbB0bdglO-niddk.nih.gov> 

To: "Anspaugh, lynn" <anspau^811nl.gov> 

Cc: "Mincey, Everett K." <75324. 35260CciipuServ.CCM> 

Subject: costs for din chan 
Date: Thu, 08 Aug 96 10:44:00 edt 
Message-ID: <32OffiT55C03nP2.nni.hub.nih.gciv> 

Encoding: 19 IBCr 
X-Ffailer: Microsoft Mail V3.0 

This is in response to your 6 Aug fax. I don't have a copy of the protocol at 
hand, so tliis is off the tcp of ny head. 

Duplicates should be dispensed with, pending approval ly the oversight ccraiu 
This got in the protocols Itefore Mincey' s eigertise got involved. 
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Total T4 and Free T4 Are both done during the first year, after vAiich only 
cjne is ccintinued, preferably Free T4. If buc^iet containment is required, I 
would eliminate FT4, with oversight conn, ^roval, and if MLnc^ agrees. In 
this case, we would need a certain nirriber of FT4 tests for back-v^s (~5%) . 

Urine iodine inclusion d^aends on whether the EC is proceeding with their 
plans. The si?»ly requirsrent can be answered by MLnc^ and is not great, 
but equipment cost is substantial. 

Please confirm that you receive this, since I'm new at the game. Also, Minc^ 
didn*t receive my message the one time I tried. 


TtrrflL P.05 
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OEFAKTMENT OF HEALTH fc HUMAN SERVICES )*uMc Health Service 


National tnatitutes at HeaitN 
National Cancer InetTitne 
BMtesda. Maryland 20692 

Radiation Epidemiology Sraich 
Executive Plaza North. Suite 400 
Tel (301) 496-5067, FAX 402-0207 
E-mail: G11bert_Beebe?NIH.S0V 
August 13, 1996 


Note tor Members of the NCI Working Group on Thyroid Studies Following 
Chernobyl 

Subject: Transmittal of Or Hincey’s Views on Clinical Chemistry Aspects of the 
Projects 

Since you win already have received copies of Or Anspaugh's FAX'd messages of 
9 August. I thought you might like to have Or Mincey's analysis of the 
situation. He has been our advisor on setting up the laboratory in Minsk, as 
most of you know. There appears to be a clash between the protocol 
requirements and the ftaids available. The funds for the laboratory tests may 
have to be reduced In order to keep costs within the fiscal limits, unless the 
latter can be modified. As you know, the protocols call for advisory groups 
that could, at their very first meetings, consider this issue and modify the 
protocols accordingly if they wish. Meanwhile it seems to me that we need to 
advise LLNL that the procurement should be provisionally modified pending a 
decision by the Advisory Groups. 

Or wachholz Is on vacation but I'm sure he would appreciate your thoughts on 
the situation and any recoramendations you have. 

Gilbert Meebe. PhD 



Enclosure 
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FAX 


TO: 

Lynn Anspaugh 

Phon» 


Fax Phone 

1.S10-424-640S 

CC; 


lo««» 08/iim 


I Number of oaaes inchnSno cover sheet 

FROM: 

Dr Everett K. Mincay 
Cymbelina Enterprises 

2404S 70th Ave RR 6 

Langley, B.C, 

Canada VIM 3K7 

Phone 

60^888-7417 

Fax Phone 

604-888-0471 


REMARKS: □ UrsenI H foryourmvitw □ Reply ASAP □ Please Comment 


Dear Lynn: 

I am responding to the Faxed estimates of costs for the BeiarusAJkrainian projects, and 
spocilical^ the dinical chemistrY components and arrallary oMt^same. 
i^ which need clantication but I will try to put it all m . 

some sense of it and move on with the implementation of the proj^s. Some of ^ 
tMCkground information but I shall send it so that you understand how some of the items came to 
be in the protocol. 

I am just a little perturbed that we are stiH going round and round at this of the projects but 
that seems to be the case. Wo had bolter get our act together once and for all. 

In terms of the protocol, we (NCI) seem to be bound by the ortgltial conce^ and stiputetions in 
the orotocol signed by Kazakov. Tests stuipulated in the protocol came about through Dr. 
ISato!^ Ju^V current MOH of Belarus doesn't seem to recognize t^ ^otoc^(or at 
least the signing of same) as a vaHd document since the council of ministere did not ap p rov e the 
thing before the signing. I have tong held that we should not feel constrained by the prrtocd 
since the other side does not seem to be. That position will not lly at NCI so I only mention it as 
an aside It seems to me ludicrous that wo are enslaved by a document whi^ ^s ^e 
adujstments Those ad)uslmonts could be effected by the simple expedient of having the MOH 
and ■director' on the American side sign a MEMO of Understanding 
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Since there is no interest at NCI in reopening (or amending) the protocol, it 
looks as if the only recourse will be with the advisory group. 

Now to some of the line items. 

1 . In terms of evaluating the "thyroid” the tests which are available can be 
put into three groups. 

a. Anatomical/structural— includes ultrasound and radionuclide scanning, as 
well as palpmion. 

b. Tests which assess function-includes TSH, T-4, T-3, FT4 

c. Tests which assess autoimmune status— includes Anli-TPO, Anti- 
thyioglobulin. 

All of the other tests on the menu do something else. In terms of the aim of 
the project, whidi is to detect thyroid cancerfand oflier thyroid abnormalities) 
we need to ‘-‘screen” with one (or more) of tests in each of these groups. 

To cover the protocol the following would be adequate: 

1. Palpation and ultrasound 

2. TSH 

3. Anti-TPO 

Albumin and calcium are related to parathyroid pafholo^. It is of “scientific" 
interest to detect any parathyroid abnoimaliries but the incidence will be 
low(my words) and the screening costs high Parathyroid hormone assays are 
to be reserved for only those patients with well documoited hypo-and hyper- 
calcemia. There will not be many in the young population which-we have 
elected to sateen as the cohort 

In terms of budgeting, I would delete T-3 entirely, since it is useful only for 
those patients suspected of having “T-3” toxicosis and then only as a 
secondary or tertiary test. The need will be so low as to render it a non-item 
in terms of tfie budget. 

The same could be said for parathyroid hormone assay. The very few which 
can be worked up and documented properly should have. their scrum sent to 
USA or other country for PTH. It is not cost effective to consider doing the 
assay in either Belarus or Ukraine. The assay is not particulariy easy and one 
needs a laboratory with years of experience in PTH to properly interpret the 
lesi results- 
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With regEU'd to uiinary iodine, the decision to do any or not is still iq> in the 
air as far as I know. Lets take the worst case, If we decide to do them, they 
will be done locally, not sent to the USA. In addition, equipment to do 
urinary iodines is already in place in Minsk. The cost of doing the assay is 
minimal once the equipment is in place I would suggest that you reduce the 
disposables cost to S 0.50 per assay(nol S25.0O) I do not know what the 
situation will be in Ukraine but certainly do not budget 25.00 for the assays. 

With regard to the line items for miscellaneous(test tubes, pipettes, etc there 
seems to be a discrepancy in the “unit cost” between Belarus and Ukraine. 
Why would one be 1.00 and the other 5.90? These items are related to one 
venipuncture and include take-off tubes, storage tubes and transfer pipenes. 1 
don’t see why it should be any different. Furthermore, test tubes and transfer 
pipettes cost only pennies each. Consider that we may use 5 or 6 tubes per 
patient and a transfer pipette or two, the estimated cost should be between 
0.50 and 1.00 for each patient encounter(i.e., unit cost). 

This still leaves us with some unresolved questions about the clinical 
chemistry. The following scenarios may ensue, depending on whcdicr the 
advisory grot^ can meat soon. 


Decide to do only TSH as the prime screening test for function. Do T-4 as the 
secondary test. I would estimate that only 10% of the total tested with TSH 
would need a secondary test(probably only 5%) 

Do only Anti-TFO as the screening test for autoanubodies. 

Have T-4 and antithyroglobulin as second line tests and budget for about 5- 
1 0% of the cohort Do not do Fr-4 in any circumstance. If any patient is 
found to be hyper or hypo thyroid by TSH assay and by clinical impression 
they will fall into the local system for further evaluation and treatment in 
which case the secondary tests may be done within the health care system of 
the country. Why do we need to do them also? It is sufficient that we spot 
these peisons— clinical impression and a TSH assay are sufficient to do that. 
Any more tests of thyroid function for screening essentially well patients is a 
waste of money end time. 

Do not do albumin and calcium at all. 

Do not do T-3 in any case. Do not do anti-thyroglobulin in any case. 
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SCENARIO-2 

Screen with TSH and have T-4 as secondary test. Do calcium and albumin on 
every patient. Do Thyroglobulin only on those patients who have suspicious 
anatomical findings. Do anti-thyroglobulin on those having significant litres 
of anti-TPO. Do not do PTH locally in any case Do not do T-3 in any case. 


SCENARlO-3 

Do function tests as outlined in your line item list. It is a waste of money and 
effort to do three screening tests of thyroid function on essentially well(as far 
as function is concerned) populations but if there is no way to escape the 
protocol then we are stuck. In any event we do not need to do PTH locally, 
nor do we need to plan to do T-3. Reduce the cost of urinary iodine to 
between 0.50 and 1 .00 per assay. 


The cost in the line item for albumin and calcium is for both tests I believe 
( roughly 2.50 each) so is not out of line 

In view of the extraordinary cost of the clinical chemistry testing protocols on 
each patient it would seem to be prudent to try to assemble an advrsory 
committee as soon as possible to try to reduce the amount of testing on serum 
to a medical and scientific minimum. In theory we could elinunale it 
altogether in terms of cancer detection, but no one would want to do that 
since we will have a captive cohort and it is valid to assess function as well 
for the sake of completeness. We can assess fimction but in a more cost- 
effective maimer than is called for in the protocol. 

! don’t know how we are going to resolve these disagreements and bring the 
entire budget into line with what funds are available. 


cc: Jack Robbins 
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Dose Reconstruction Program 

(Former Risk Sciences Center) 


Lynn R. Anspaugh, Scientific Director 
(510) 424-6409 

anspaughl@Ilnl.gov 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendrickson3011nl.gov 


August 13, 1996 


TO: Andre Bouville 
Lynn Anspaugh 


FROM: Sheilah Hendrickson TELE NO: (510)424-6410 


Andr4 and Lynn: 

Following: (1) 
(2) 


(Luiikt 

August 8 e-mail to Tronko and Bogdanova, and 
Draft letter to Tronko and Likhtarev 


During our visit I told Dr. Tronko 1 would provide him a copy of the cost estimate once I 
received all requests from all groups. I plan to send him Pages 1 and 2 (Ukraine only) of 
my spreadsheet and not the written narrative (fax dated August 9th). I will also send the 
19 pages of equipment and supply requests received from Ukraine that contains our 
notations of estimated costs. Andre, Pages 1 through 19 were sent to you and the other 
American team members today by Express Mail. You should receive this within the next 
couple days. 

I plan to send the above to Tronko by Federal Express on August 15th. Do either of you 
have any concerns, suggestions, or changes to my draft letter to Tronko and Likhtarev? 



We are transmitting 4 pages (including this cover sheet). 


Health an<i Ecological Assessment Division 
Atmospheric and Ecological Sciences Program 
PLawrence Livermore National Laboratory, P.O. 
University of California Fax 


Environmental Programs Directorate 
Box 808, Mail Stop L-4S3, Livermore, CA 94551*9900 
(510} 424-6408 Telex (910) 386-8339 
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Printed By: Sheiiah Hendrickson 8/6/96 2:59 PM 1 

From: Sheiiah Hendrickson (8/8/96) 

To: Tatyana Bogdanova 
CC: Lynn Anspaugh 
BCC: 

Priority: Normal 8/8/96 2:59 PM 



Dear Dr. Tronko and Dr. Bogdanova: 

1 have read Dr. Bogdanova's 2 faxes dated August 1; Dr. Tronko's fax to Lynn Anspaugh 
dated August 1 , and the fax from Zeiss dated August 1 . In reading all these more 
carefully. I am sorry to report that I must ask you to resend the quotations from Zeiss. 
Some of the line items can not be read. 

I am in the process of putting all the requests for equipment and associated estimated 
costs for the entire project together and hope to present this information to both the 
Americans and Ukrainians shortly. There are several items already in process or about 
to be processed for purchase (fax and copy machines, air conditioners, paper, vehicle, 
computers for Sobolev's Group, etc.). I also hope to begin some of the purchasing of Dr. 
Bogdanova chemicals next week as well. 

However, if Lynn and I are corect, our preliminary estimations indicate that all 
equipment requests that I have received plus the test kits required for the first year 
(per the protocol) far exceeds the amount of funding we have for equipment and 
supplies. I am sure that some very hard decisions will need to be made from both 
sides. Again, I will be sending more detailed information regarding this matter to the 
Americans and Ukrainians soon. 

With my best regards, 

Sheiiah Hendrickson 
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Dose Reconstruction Program 

(Former Risk Sciences Cenleti 

Lynn R. Anspaugh, Scientific Director Sheilah M. Hendridcson, Executive Director 

(510) 424-6409 (510) 424-6410 

anspaughl911nl.gov hendrickson39llnlgov 


Prof. Nikolai Tronko 
ftoject Director 

Prof. Ilya Likhtarev 
Deputy Project Director 

REGARDING: Equipment and Supplies for 

"Scientific Protocol of Thjroid Cancer and Other Thyroid Disease in 
Ukraine Following the Chernobyl Accident" 

Dear Prof. Tronko: 

Per my August 6, 1996 e*mail, 1 am enclosing the IZ-month cost estimates for the 
equipment and supplies. This is based on die requests I received ^m all groups. 

As you can see, the total amounts to approximately $732,441. This amount does not 
include the approximate costs for clinical chemistry for the first year. As you know, the 
total amount of funds we have available for purchasing all of these items is $625,7(X). This 
information has also been sent to the American team and is currently under review. The 
clinical tests and associated costs is of primary concern and is also currently being 
discussed. I might point out (as in the case with Belarus) that this list and cost estimate 
does not include items that were jointly identified and deemed necessary for various parts 
of the study (laboratory set-up or process, DCC, etc.) nor does this include equipment and 
supplies for the mobile teams. 

During our visit to Ukraine, Dr. Andr6 Bouville and I spoke with the Anna 
Karaoglou from the European Commission (EC). She told me the equipment they were 
supplying to the Ukraine had been ordered and should start to arrive around the 
beginning of August. It would be very helpful if you can notify me by e-mail, the item or 
items you receive from the EC (including the group receiving) that can be eliminated for 
purchase by the U.S. Also, please notify me if quantities of any items should be lowered on 
the U.S. list (due to you receiving some quantity from the EC). I believe the best way is to 


Health and Ecological Assessment Division 

Atmospheric and Ecological Sciences Prc^ram Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L'286, Livemore, CA 94551-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 



August 14, 1996 
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Prof. Tronko, Prof. Likhtarev 
August 13, 1996 
Page 2 



identify the page number (number on the right lower corner with a circle around it) and 
the item number. I might add that Dr, Bogdanova already offered to notify me what items 
she receives from the EC and can be eliminated from our list for the Pathology Laboratory. 

I realize the equipment forms that we requested and received is for the first 12 
months of the project, but it is obvious the costs are more than the available funds. As I 
stated in my fax dated August 8, some very hard decisions will need to be made from both 
sides. Perhaps you and your staff can carefully review each group’s requests and suggest to 
us what items can be moved to year 2 without impacting the first 12 months of the study. 

I look forward to hearing from you soon. Please contact me, if you have any 
questions or need further clarification. 

Sincerely, 


Sheilah Hendrickson 
Project Manager 
Equipment and Supplies 


Copies: 

Lynn Anspaugh 
Andre Bouville 
Randy Brill 
Elaine Gallin 
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Printed By: Sheilah Hendrickson 8/14/96 12:57 PM 
From: Bouvilie, Andre (8/14/96) 

To: Stieilsti Hendrickson 
CC: Masnyk, Ihor 
BCC: 

Priority: Normai 


Page: 1 


Date sent: 8/14/96 12:54 PM 


Mail’Unk® SMTP | Chemobyl 


Dear Sheilah: 

Thank you for your FAXes . 

I showed your draft letter to Tronko to Ihor. He would are^eciate it if you 
refrained from sending it for a couple of days as he would like to conment 
on it. You will hear from Ihor today or tomorrow. Anyway, you know by now 
from an earlier message to you that Tronko is currently enjoying his sunmer 
vacations . 

Regarding the Moscow situation, I will be chained to ny desk until the 
evening of 22 August and I will be glad to talk to you and Lynn. 

Best regards. Andre. . 

rex: 822 Header Follows - 

Received: by quic)anail. llnl.gov with afrp;14 Aug 1996 12:53:40 -0700 
Received: by pierce.llnl.gov (8.6.10/LLNL-1.18/llnl.gov-03.95) 
id MAA21664; Wed, 14 Aug 1996 12:52:31 -0700 
Received: fr«^ web.nih.gov by pierce.llnl.gov (8.6.10/LmL-L.18/llnl.gov-03.95) 
id MAA21655; Wed, 14 Aug 1996 12:52:27 -0700 
Received: fromSKrP2.nTn.hub.nih.govfcyweb.nih.gov (8.6.10/1.3S(nsb-1.0) ) 
i id P.AA11595; Wed, 14 Aug 1996 15:52:25 -0400 
Received: by SMTP2.nin.hub.nih.gov with Microsoft Mail 
id <32122E768SKTP2 .rrri.hub.nih.gov>; Wed, 14 Aug 96 15:52:22 edt 
Fr«n: ■Bouvilie. Andre* <BOUVILLA0epndce.nci.nih.gov> 

To: Sheilah Hendrickson <hendrickson3eilnl.gov> 

Cc: "Masnyk, Ihor* <MASNYKI8epndce.nci.nih.gov> 

Subject: Chemofcyl 

Date: Wed. 14 Aug 96 15:52:00 edt 

Message-ID: <32122E760SKrP2 .nin.hub.nih.gov> 

Encoding: 15 TEXT 
X-Mailer: Microsoft Mail V3,0 
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15 Aug 96 
Sheilah: 

A nufflber of memoranda crossed my desk reccotly coDceming procurement of equipment 
for the thyroid pro j e c t in Kyiv. I am slightly wonied that we do not overspend now at the time 
when we get all these signals that there is not enough to cover all the requests. 

We had our meeting in May and reached some decisions what to purchase for Dr. 
Tronko’s giotq) aztd what to table for the time-being; Dr. Wachholz approved our list as he did 
the addition of a number of chemicals for Dr. Bogdanova. I believe this was the extent of our 
decision. I would like to see that we do not exceed it without a persuasive reason and then only 
after a thorough review by NCI staff and specific approval for all additions. 

In one of your listings, I came across 5 padiology text books for Dr. Bogdanova which 
surprised me: v^erc did this come from? Along with it came quotations for a microscope with 
camera attachments; again I do not recall having this ^iproved before. I believe that h would be 
best to stidc with our decisions made in May. Until Ae situatioo wiA EC equifunait delivery is 
cleared up, Ae requests from Dr. Bogdanova must be tabled; we will review her needs agai n at 
some fu t ui e time, after all the EC equipment has arrived or foiled to. As you and Dr. Anspaugh 
pointed out recently “Ac requests exceed the availaMe funds” and “some very hard decisions 
must be made". Therefore, please, for present let us abide by Ae decinmis made m May. 

In line wiA these concerns, I have seen a copy of the letter you plan to send to Drs. 
Trooko and Likbtarev. You arc perfectly correct in trying to fricilitate procuroment of the needed 
equipment and^ ahhou^ 1 find nothing objectionable in Ae text, I fed that Ac inf orm a t ion you 
seek to obtain from than (especially from Dr. Bc^danova) should be dnsneled through NCI. 
After all, we will have to make Ae ultimate decision of ^^4iat to approve for procurement and, 
like you, we need to stay on top of all these developments. I hope you will not mind modify 
your text slightly m Hue wiA Ais observation. 

Ihor 

P.S. In all this piqier storm, I do not recall wbetha 1 have seat you a copy of Ac minutes of Ac 
May session. To make sure that I did, I attach tiiem now. 
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Dose Reconstruction Program 

(Fonn«r Risk Sciences Center) 


L 3 mn R. Anspaugh, Scientific Director 
(310) 424-6409 
anspaughl9UnI.gov 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendrickson39nnl.gov 


August 20, 1996 


TO: Ihor Masnyk 


TELE NO: FAX NO: 301-496-1224 

FROM: Sheilah Hendrickson TELE NO: (510)424-6410 


1 / 

We are transmitting X pages (including this cover sheet). 


Health and Ecological Assessment Division 

I 1 1 1 Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

( I Lawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L-^SS, Livermore, CA 94531-9900 

University of California Fax (510) 424*6408 Telex (910) 386-8339 
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Ihon 


Following is my "revised" letter to Drs. Tronko and Likhtarev. I eliminated the 
third paragraph completely regarding equipment from the EC. The last sentence in the 
new Paragraph 3 has been replaced with In line with this concern, the Project Director, Ihor 
Masnyk, from the National Cancer Institute will be in contact with you soon. 

I believe it would be best for you to directly communicate with Dr. Tronko regarding 
information you wish to have channeled throu^ NCI, thus avoiding any one that could 
imply, perceive, interpret or infer that I or LLNL was speaking for NCI. 
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Dose Reconstruction Program 

{Former Risk Sciences Center) 


Lynn R. A^nspaugh, Scientific Director 
(510) 424-6409 
anspaughl9llnl.gov 


Sheilah M. Hendrickson, Executive Director 

(510) 424-6410 

hendncksoit3911ni.gov 


August 20, 1996 


Prof. Nikolai Tronko 
Project Director 

Prof. Ilya Likhtarev 
Deputy Project Director 


REGARDING: Equipment and Supplies for 

"Scientific Protocol of Thyroid Cancer and Other Thyroid Disease in 
Ukraine Following the Chernobyl Accident" 


Dear Profs. Tronko and Likhtarev: 

Per my August 8, 1996, e-mail, I am enclosing the 12-month cost estimates for the 
equipment and supplies. This is based on the requests I received from all groups. 

As you can see, the total amounts to approximately $732,441. This amount does not 
include the approximate costs for clinical chemistry for the first year. As you know, the 
total amount of funds we have available for purchasing all of these items is $625,700. This 
information has also been sent to the American team and is currently under review. The 
clinical tests and associated costs are of primary concern and are also currently being 
discussed. I might point out (as in the case with ^larus) the Ukraine list and cost estimate 
does not include items that may be jointly identified and deemed necessary for various 
parts of the study (laboratory set-up or process, DCC, etc.) nor does this list include 
equipment and supplies for the mobile teams. 


Health and Ecological Aasessment Division 

ITIl Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

I I [_~^Lawrence Livermore National Laboratory, P.O. Bo* 808, Mail Slop L-286, Livermore, CA 94551-9900 
University of California Fax (510) 424-6408 Telex (910) 386-8339 
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Prof. Tronko, Prof. Likhtarev 
August 20, 1996 
Page 2 


It is obvious the costs for the requested equipment from your staff for the first 12 
months of the project are more than the available funds. As I stated in my fax dated 
August 8, some very hard decisions will need to be made from both sides. In line with this 
concern, the Project Director, Ihor Masnyk, from the National Cancer Institute will be in 
contact with you soon. 

Please contact me, if you have any questions or need further clarification regarding 
the enclosures. 


Sincerely, 


Sheilah Hendrickson 
Project Manager 
Equipment and Supplies 


Enclosures 

Nikolai Tronko (2) 
Ilya Likhtarev (!) 

Copies without enclosures: 
Lynn Anspaugh 
Mohandas Bhat 
Andre Bouville 
Randy Brill 
Elaine Gallin 
Ihor Masnyk 
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Dose Reconstruction Program 

(Fotmer Risk Sciences Center) 

Lynn R. Anspaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

(510) 424-6409 (510) 424-6410 

anspaughlQIlnI.gov hendzicksoit5Qllnl.gov 


August 20, 1996 


Prof. Nikolai Tronko 
Project Director 

Prof. Dya Likhtarev 
Deputy Project Director 


REGARDING: Equipment and Supplies for 

"Scientific Protocol of Thyroid Cancer and Other Thyroid Disease in 
Ukraine Following the Chernobyl Accident" 


Dear Profs. Trordco and Likhtarev; 

Per my August 8, 1996, email, I am enclosing the 12-month cost estimates for the 
equipment and supplies. This is based on the requests I received from all groups. 

As you can see, the total amounts to approximately $732,441. This amount does not 
include the approximate costs for clinical chemistry for the first year. As you know, the 
total amount of funds we have available for purchasing all of these items is $625,7(X). This 
information has also been sent to the American team and is currently under review. The 
clinical tests and associated costs arc of primary concern and are also currently being 
discussed. I might point out (as in the case with Belarus) the Ukraine list and cost estimate 
does not include items that may be jointly identified and deemed necessary for various 
parts of the study (laboratory set-up or process, DCC, etc.) nor does this list include 
equipment and supplies for the mobile teams. 


Health and Ecological .4sscs»inent Diviaion 
j I I I Atmospheric and Ecological Sciences Piogran 
I I t *T^ Lawrence Livermore National Laboratory, P.O. 
Universitv of California Fax 


Environmental Programs Directorate 
Box 808, Mail Stop L-2S6, Livermore, CA 945S1-9900 
(510) 424'«408 Telex (910) 386-8339 



Prof. Tronko, Prof. Likhtarev 
August 20, 1996 
Page 2 
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It is obvious the costs for the requested equipment from your staff for the first 12 
months of the project are more than the available funds. As I stated in my fax dated 
August 8, some very hard decisions will need to be made from both sides. In line with this 
concern, the Project Director, Ihor Masnyk, from the National Cancer Institute will be in 
a)ntact with you soon. 

Please contact me, if you have any questions or need further clarification regarding 
the enclosures. 


Sincerely, 



Project Manager 
Equipment and Supplies 


Enclosures 

Nikolai Tronko (2) 
Ilya Likhtarev (1) 

Copies without enclosures: 
Lynn Anspaugh 
Mohandas Bhat 
Andre Bouville 
Randy Brill 
Elaine Gallin 
Ihor Masnyk 
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Dose Reconstruction Program 

Lynn R. Anspaugh, Scientific Director Sheilah M. Hendrickson, Executive Director 

<510) 424>6409 (510) 424-6410 

anspaughl®llnl.gov hendrickson3®llnl.gov 


September 8, 1996 


TO: 

Addressees on 

previous page 

TELE NO: 


FAX NO: 

FROM: 

Lynn Anspaugh 

TELE NO: (510) 424^6409 

SUBJECT: 

Meeting on September 10 



MESSAGE: Neither Sheilah nor I will be attending the meeting on September 10. 
The Director of the NCI and the DOE Deputy Assistant Secretary for Health cut a 
deal in late July or early August that, as far as I understand it, gives all authority for 
and all responsibility for the two thyroid and the one leukemia project to NCI. We 
asked for a meeting with DOE, NCI and us for the purpose of darif^g our future 
role, if any, in these projects. This meeting is scheduled for September 12 and was 
established before your September 10 meeting was scheduled. I have made the 
decision not to devote effort to these projects unless and imtil our role is mutually 
negotiated and understood by all. 

Based upon conversations with DOE, I believe that DOE intends that 
NCI assume all responsibility for the procurement of supplies and equipment. This, 
I hasten to add, is my own interpretation and should not be construed as an official 
policy statement. 

In order to help with your meeting, the following is the status of the 
equipment and supplies for Ukraine: 

The ultrasound equipment approved by Dr. Wachholz on May 13 was 
shipped in late August. It should have arrived on September 9. 


Atmospheric and Ecological Sciences Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808, L-236, Livemwre, CA 94551-9900 
Lfniversity of California Fax (510) 424-6408 Telex (910) 386-8339 
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FRETTERS 
September 8, 1996 
Page 2 


A requisition for computer equipment for the dosimetry/risk analysis 
group that was approved by Dr. Wachholz on May 13 is in the LLNL 
procurement department. The order should be placed during the week 
of September 9. 

The equipment for the DCC was approved in principle by 
Dr. Wachholz on May 13, but we did not receive a detailed list of 
equipment and software. Upon our visit to Ukraine it was apparent 
that the people placed in charge of the DCC had very little experience 
and were not prepared to specify the equipment or software. Prof. 
Tronko asked urgently for the participation of Herman Mitchell to ■ 
make such determinations. We believe that Mitchell has not yet gone 
to Ukraine, but will do soon within a week or so. 

A list of "critically needed" reagents and other supplies for 
Dr. Bogdanova was approved by Dr. Wachholz on May 13, hut there 
has been much confusion about this list and the requests from 
Dr. Bogdanova. We were not familiar with many of the chemicals, but 
we did get cost estimates for these materials. The costs are high; these 
lists and the cost estimates have been provided to you previously. On 
August 15 Dr. Masnyk indicated that requests from Dr. Bogdanova 
should be tabled until "...after all the EC equipment has arrived or 
failed to." While this comment was made specifically concerning 
equipment, we note that the "critically needed" reagents are also on the 
EC list. Thus, we have not ordered any of the chemicals or equipment 
requested by Dr. Bogdanova. We hope that these materials and needs 
will be a major item of your discussions on September 10; as we are not 
clinicians or pathologists, we have nothing to add to this discussion. 

While we were in Kiev in July Sheilah visited the Ford Dealer and 
made arrangements (with the participation of Dr. Tereshchenko and 
others) to buy a van for the transport of material and persormel for 
field screening. Although this ptrrchase was not specifically approved 
by Dr. Wachholz, Dr. Masnyk did approve it before payment was 
authorized. This van should be delivered in early to mid November. 

Some ultrasound supplies and pathology reference books (the latter at 
the request of Dr. Bogdanova during our trip to Kiev) were purchased 
and shipped and have been received. Dr. Masnyk has specifically 
objected to the reference texts as not having been approved by NCI. It is 
true that NCI approval was neither asked for nor received. We felt that 
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FRETTERS 
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we had such discretion and could not imagine that there would be 
objection to reference texts on thyroid pathology for an epidemiologic 
study of thyroid pathology. However, the money for these texts will be 
returned to the account for this project; 1 will transfer money from 
another account, and then make up for it by working on that project 
while charging my time to vacation. I will advise Dr. Bogdanova that 
the books are my personal gift to her. 

We had agreed during our trip in July to purchase several copiers and 
faxes for the project, and we had placed such an order with a firm in 
Kiev. This purchase was not approved, although we felt it was clearly 
within our prerogative to order materials of such obvious need. The 
order has been canceled. 

While in Kiev Sheilah made arrangements for e-mail. Prof. Tronko 
indicated that he wanted this connection to be via Dr. Bogdanova's 
computer. This required an upgrade to her computer, and we also 
purchased a printer and supplies. Although this was not specifically 
approved, we had strong messages from several people, including 
Dr. Bouville who was with us on the trip, that there was an urgent 
need for e-mail for Prof. Tronko's Institute. Thus, we have no regrets, 
but we can cancel the e-mail and take the upgrades out of 
Dr. Bogdanova's computer, if that is what NCI wants. 

To be best of my knowledge nothing else has been ordered by us or 
approved by NCI, although we may be holding some minor materials for shipment. 
Sheilah may have some corrections to add later. 

1 have not calculated costs for the suggested options for the clinical 
chemistry tests. The costs that I sent you before, and which 1 am resending now, 
relate to what is specified in the protocols, and 1 have included data on the per unit 
costs. You can easily generate the costs of your own favorite scenario. 

It may also be useful to remind you that there is roughly a two million 
dollar shortfall between the requirements (as mandated by the protocols) and the 
requests and the currently available budget for equipment and supplies for the two 
thyroid projects. 

Have a good meeting. 
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Dose Reconstruction Program 

L>-ruv R. Anspaugh, Sci«ntiiic Dircctar ShwiUhM. Hendrickson, Executive Directoc 

(5101 424-5409 ( 310 ) 424-5410 

4nspaughlSllnl.gov hendricksonS'tDIlrU.gov 


September 18, 1996 


Dr. Faye Austin 
National Cancer Ip.stitute 
Executive Plaza North, Suite 500 
6130 Executive Blvd,. 

Beihesda, MD 20S92-7562 

Dear Dr. Austin: 

Thank you lor meeMng with us on September 12. I regret the events that 
have led to cur current situation, but I want to reiterate our desire to disassociate 
o-urselves from the managers of your Radiation Effects Brir.ch (RE3). Ws desire to 
do this as completely as possible and as scon as possible. 


As we mentioned before, ive will net and cannot cor.rlnue to be responsible 
for the ourchase, deliver/, and inventory of ecuioment and supplies for N'CI/'RH'B- 
related actividss in the absence of our scientific involvement and our ability to 
verify* the locatior. and use of such ecuiement and supplies. VVe have already 
comolered the purchases for which *we had clear approval from NCI./RE3. 
Unfortunately, we sMll have some deliveries outstanding and several unpaid 
accounts; it will also take some time tc ensure the proper receipt and accountabiiiP/ 
of the ecuipmen: chat has been ordered anc/or sent. 

The situation with che scientific activities is more complicated, as we have 
urimished papers, unfinished projects, ar.d urvhnished commitments with persons 
and organizations. VVe will be vvorking with DOE and others to W'rap up any such 
commitments during the course o: the upcoming fwelve months, and it is cur 
desire not to undertake any furare commitments connected w-ich NCI/RE3-:eiated 
activities. We do, o: course, one as discussed during ou: recen: meeting, Lntend to 
pursue other activuies with our friends and colleagues in Belarus, Ukraine, ar.d 
Russia that are not related to the activities of your Radiaticr. Effects Branch. 



£r-.v;ro:'.i«nl4l Pryyar'.s Di.*A:»fat» 
?.0 So* SC.*, xraii Stas L-1S6. Liv«mir«. Ca 9r5j;-'J?C0 
Fit (3:C; •i2A-»;C3 Teiss (S’O'i jt»5-5339 
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Dr. Faye Austin 
September IS, 1996 
Page 2 

One of the main, purposes of this letter is :o address an issue tha: v*.'e Icf: on 
your table during the course of our meeting. This >.s the contract with the Russian 
dcsimetrists, and whether the contract should be placed by LLNL, DOE, or MCI. Our 
basic position has been that it does not make sense for LLN'L to continue vvith this 
contract in the absence of future scientific involvement in the project. .A.lthough 
Dr. N'lasnyk indicated that N’CI knew nothing about this contract, the fact is cha: we 
have been workLng with Dr. Bouville of your staff since January in order :o define 
tine scope, niile.stonGs, and deliverables for this contract. Both Dr. Bcuvule and I feel 
strongly that the Moscow dosimetrists are essentia! for the success o: th.e Belaras-US 
Tnyroid Project, and that it is critical :o: the Moscow dosim.etrists to be enjoined in 
the process now. On September 13 Vis. Hendrickson and I discussed this issue with 
Mr. Frank Hawkms of COE. He was cuite einphaMc tr.at DOE w'ould not place this 
contract, but stated that he would be willing for us to place tlds contra::. 

I presume th.e issue is really one of timing, which, we consider to be critical. If 
,we hear from you by September 2C, we believe th.at we could have tbls contrac in 
operation by November 1, 1996. If veu take the materiai that we have developed, 
and of whiclt Dr. Bouville has copies, perhaps you could place th.e cor.ract as 
quickly, If we ccr.'t hear from vou by September 27, >N'e rresume tha: you do 
not wish us to proceed in. this matter. 

If LLNL does place the contract, I hope it is underscood compiereiy that this 
vv:'l1 be an LLNL contract, and we 'vs'iL be fully responsible for Us adrrirdsrraiion and 
the acceptance of deliverables, Tnii wo'uld be counter to our desire for rapid 
disassocatiort, but'vv-a are willing to make an =.\capnon due to our concerns for the 
Moscow dcsimerrists. 

We hope that you will discuss th.is issue v.’ith. Dr. Bou’.-il'e. 


Sincerely you.^. 



cc: .^ndre Bouviiie 
Elaine Gailin 
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DEPAHTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 


National fo«ituies of Health 
National Cancer Institute 
Bethesda, Maryland 20892 


Ms. Sheilah M. Hendrickson, Executive Director 
Dose Reconstaiciion Program 
Lawrence Livermore National Laboratory 
P.O. Box SOS, Mail Stop L.453 
Livermore, CA 94551-9900 


! 1 October 1996 


Dear Sheilah; 

In his 1 8 September 96 letter to Dr. Austin, Dr. Anspaugh stated that he wanted to 
“reiterate our desire to disassociate ourselves from the mant^ers of your Radiation Effects 
Branch (REB).” L^ in the same iettw he said that you “still have some deliveries outstanding 
and several unpaid accounts.” It is primarily to the seitond sentence that I would like to addre» 
myself here. 

Indeed, I realize that one cannot cut off all ties in a given moment witkmt txmeiuding the 
actions already set in motion. To be able to deal eflfectivciy vith the requests from Belarus and 
Ukraine, I ne^ to have a smiement from you on the status of various procurements and 
shipments to which you have already committed yourself. In one of your communic^ons of last 
summer you show^ items “on told” and odiers “will order." Could y<wi let ix« kiww has 
been already sent and which of the items have been dropped from further processing by your 
staff? I am particularly interested in the status of the siqiplies for the Elelaius project which were 
requested through you last summer &nd which, we were told by the Bealrusais, were to be 
delivered by the !5ofOctober,priortoiniti^(»iofdK«:tua!Kreening. I wiH certainly 
appreciate your kind assistance in this matter. 

Best person^ regards. 


Sincerely yours 




Ihor J. Masnyk, PhD 
U.S. Project Director 
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p Printed By: Dori Bailey 11/11/96 8:33 AM 

From: Sheilah Hendrickson (11/5/6) Robert Giouvtehinskii (11/5/96) 
To: Robert Giouvtchinskii 
CC: 

BCC: 

Priority: Normal 


Page: 1 


Date sent: 11/5/96 12:11 PM 



Reply 


to: 


RE>Copy-Fax machine 


Hello Robert!!!! How are you? It was very nice to receive you message. Unfortunately, 
I am monitoring my e-mail from home. I was unexpectedly in the hospital beginning 
October 25. I am now home and will return to work on November 8. I will review my 
files and be in contact with you shortly after my return. 

Please send my best regards to Lyna, Ilya and Sergey. We missed you and Lyna and 
Sergey after you all left! I am sure your family was very happy to see you. I will ■ 
contact you soon. 

Sheilah 


Date: 11/5/96 5:49 AM 
To: Sheilah Hendrickson 
From: Robert Giouvtchinskii 
Hi Shielah! How are you! 

Lina pass halo and asks about copy-fax machine. 
We have received some stuff from ComputerLand 
but this machine not present in his list. 

She want obtain some information about it. 

Good bye and sorry for my English. 

Pass my best wishes to everyone. 

Robert 


RFC822 Header Follows 

Received: by quickmail.llni.gov with ADM1N:5 Nov 1996 05:47:17 -0800 
Received: from creator, gu.kiev.ua (root@creator.gu.kiev.ua [194.93.190.3]) by 
whale.gu.kiev.ua (8. 7.5/8. 7. 3) with ESMTP id PAA23686 for 
<Shei!ah.Hendrickson@quickmail.llnl.gov>; Tue, 5 Nov 1996 15:47:14 -♦-0200 
Received: from rpi.UUCP (uurpi@localhost) by creator.gu.kiev.ua with UUCP id 
PAA17469 for Sheilah.Hendrickson@quickmail.itnl.gov; Tue, 5 Nov 1996 15:45:13 


more 
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Dose Reconstruction Program 

(Former RUk Sciences Center) 

Ljmn R. Anspaugh, ScienHfic Director SheiUh M. Hendrickson, Executive Director 

(510) 424-6409 <510) 424-6410 

anspaughl0ilnl.gov hendrickson30llnl.gov 


November 8, 1996 

Ihor Masnyk 

National Cancer Institute 
Building EPN, Room 530 
Bethesda, Maryland 20892 

Dear Ihor; 

Due to an unexpected hospitalization a couple weeks ago, I am only now (my first 
day back at work) able to reply to your letter. 

Answers to your questiorw and statements can be found in several faxes/letters 
previously sent from LLNL to you, others at NCI, and other American team members. I 
refer you to correspondence dated August 9, August 13, and September 8, 1996, among 
others. In addition you may want to contact IX)E, funding sponsor for equipment and 
supplies, for copies of the following official FY 96 reports: (1) FY 96 Financial Closing, DOE 
Capital Equipment — Belarus / Ukraine, October 18, 1996, and (2) DOE/NRC, Semi/ Annual 
Report, October 1995 through September 1996, October 16, 1996, Belarus / Ukraine. 

I remind you that last August LLNL sent to you, others at NCI, and other American 
team members, equipment and supply requests with date needed from both Belarus and 
Ukraine. Upon NCI receiving this information from LLNL, NCI has not provided to 
LLNL Belarus project directions and na approved listings for purchase and delivery of 
equipment and supplies to Belarus. NCI has stated several times in the last several 
months that equipment and supplies must be thoroughly reviewed and approved by NQ, 
after all, we (NCI) will have to make the ultimate decision of what to approve for 
procurement. 

LLNL has performed their responsibilities in organizing the equipment and supply 
requests and sending it forward to NCI. This is a most unfortunate situation. Belanis is 
ready to start work and expecting delivery of supplies, but NCI did not provide LLNL with 
project directions nor any approvals to procure equipment and supplies for Belarus. 

Sincerely, 


Sheilah Hendrickson 



Health and Ecological Assessment Division 

Atmospheric end Ecological Sciences Pcogcem En.iconmentel Piograms Dicectncate 

'Lewcence Livecmoce National labocatocy, P.O. Box 808, Mail Stop L-286, Li.ennore, CA 94531-9900 
University of Califotnia Fax 1510) 42441408 Telex (9101 384-8339 
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Dose Reconstruction Program 

(Former Risk Sciences Center) 

Sheilah M. Hendrickson, Executive Director 
(510) 424-6410 

hendrickson3@llnl.gov 


November 11, 1996 

TO: Dr. Ilya Likhtarev 

011-380-44-213-71-92 

Dr. Nikolai Tronko 
011-380-44-430-36-94 

Dr. Elaine Gallin 
Mr. Barry Fountos 
8-1-301-903-1413 

Dr. Shlomo Yaniv 
8-1-301-415-^239 5305^ 

Dr. Ihor Masnyk 
8-1-301-496-1224 


FROM: Sheilah Hendrickson TELE NO: (510)424-6410 


We are transmitting 3 pages (including this cover sheet). 

Health and Ecological .Assessment Division 

.Atmospheric and Ecological Sciences Program Environmental Programs Directorate 

Lawrence Livermore National Laboratory, P.O. Box 808. Mail Stop L-286 Livermore, C.A 94351-9900 
University of California Fa^i (510) 424-6408 Tele.x (910) 586-8339 



Lynn R. Anspaugh, Scientific Director 
(510) 424-6409 
anspaughl@llnl.gov 
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Dose Reconstruction Program 

{Fonner Rijk Sciences Center) 

Lynn R. Anspaugh, Scientific Director Sheilah M. Henrfricksoit, Executive Director 

(510) 424-4409 (510) 424-6410 

anspaughX@Unl.gov hendrickson3@llnl.gov 

November 11, 1996 


Dr. Ilya Likhtarev 
Director 

Ukraine Radiation Protection Institute 
53 Meinkova Street 
Kiev, Ukraine 252050 

Dear Ilya; 

Due to an unexpected hospitalization and illness a couple weeks ago, 1 am only now 
able to reply to your e-mail via Lyna and Robert. They stated that some equipment from 
ComputerLand was received, but inquired about the copy-fax machine. 

During the July 1996 LLNL/NCI team (Anspaugh, Bouville, Hendrickson) visit to 
Kiev, we discussed and agreed in separate meetings with you and Dr, Tronko to purchase 
several copiers, faxes, cooler/heater systems, telephones, and paper for the project. The 
LLNL/NCI team felt it was important and necessary to improve the communication 
capabilities at both the lEM and URPl and to prepare for the establishment of the DCC and 
project office. Returning to LLNL, my staff prepared an order to purchase the above items. 

However, on August 15, 1996, 1 received a letter from NCI, Dior Masnyk, reminding 
me there was only a limited number of items {lists from Ukraine) approved for purchase 
by NCI during a May meeting of the U.S. team members. He further stated that was the 
extent of their decision and he wanted to see that we did not exceed it without a persuasive 
reason and only after a thorough review by NCI staff and specific approval for all 
additions. He asked that we abide by the decisions made in May and stated that we (NCI) 
will make the ultimate decision of what to approve for procurement. 

During my vacation (September 8, 1996) Dr. Anspaugh sent to NCI the status of 
equipment and supply orders for Ukraine, He advised NCI that although the above order 
(copiers, faxes, etc.) was not approved, we certainly felt it was within our prerogative to 
order materials of such obvious need. But because of the August 15, 1996 letter from Ihor 
Masnyk, we canceled the order. We did not receive any comments or requests to do 
otherwise from NCI regarding the items mentioned in Dr. Anspaugh's letter. 


Health and Ecological Assessment Division 

j j 1 1 Atmospheric and E«>logical Sciences Prograai Environmenlai Programs Directorate 

I [^[—^Lawrence Livermore National Laboratory, P.O. Box 808, Mail Stop L-2S6, Livermore. CA 94531-9900 
liniversitv of California Fax (510) 424-8408 Telex (910) 386-8339 
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Likhtarev, Tronko, Anspaugh, Gallin, Fountos, Yaniv, Masnyk 
November 11, 1996 
Page 2 


I regret any inconvenience this may have caused the project, but I thought I 
understood from Dr. Anspaugh that this was all explained to you during his last visit. 
Perhaps you and Dr. Tronko may want to communicate with Ihor Masnyk regarding the 
need for the above items that were not approved by NCI for purchase. I might also 
mention that on August 7, 1996, Ihor Masnyk, did congratulate me on the speedy action for 
the mini-bus (van) and approved it for purchase. 


Sincerely, 



Copies; 

Dr. Nikolai Tronko 
Dr. Lynn Anspaugh 
Dr. Elaine Gaiiin 
Mr. Barry Fountos 
Dr. Shlomo Yaniv 
Dr. Dior Masnyk 
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Printed By: Sheilah Hendrickaon t1/13/9€ 11:01 AM 
From: Sheilah Hendricksoit (11/13/96) 

To: Tatyana Bogdanova 
CC: 

acc: 

Priority: Normal 


Page: 1 


Date sent: 11/13/96 11:01 AM 


OFFICE MEMO 


Subject: 

iLetter for Dr. Tronko 


Time: | 10:56 am | 
Date: | 11/13/96~| 


Hello Dr. Bogdanova: 

i am unable to fax a copy of a letter to Dr. Tronko. It is a letter I sent to Dr. Likhtarev. 
Please give him the following message. I hope all is wet! and please give my regards 
to Drs. Tronko and Tereshchenko. My best regards to you. 

Thank you. Sheilah 

November 11, 1996 

Dr. Ilya Likhtarev 
Director 

Ukraine Radiation Protection Institute 
53 Meinkova Street 
Kiev, Ukraine 252050 

Dear Ilya: 

Due to an unexpected hospitalization and illness a couple weeks .ago, I am only now 
able to reply to your e-mail via Lyna and Robert. They stated that some equipment 
from ComputerLand was received, but Inquired about the copy-fax machine. 

During the July 1996 LLNL/NCI team (Anspaugh, Bouville. Hendrickson) visit to Kiev, 
we discussed and agreed in separate meetings with you and Or. Tronko to purchase 
several copiers, faxes, cooler/heater systems, telephones, and paper for the project. 
The LLNL/NCI team felt it was important and necessary to improve the communication 
capabilities at both the lEM and URPI and to prepare for the establishment of the DCC 
and project office. Returning to LLNL, my staff prepared an order to purchase the 
above items. 

However, on August 15. 1996, I received a letter from NCI, Ihor Masnyk, reminding 
me there was only a limited number of items {lists from Ukraine) approved for 
purchase by NCI during a May meeting of the U.S. team members. He further stated 
that was the extent of their decision and he wanted to see that we did not exceed it 
without a persuasive reason and only after a thorough review by NCI staff and specific 

- more ■ 
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. Primed 8y: Sheilah Hen«fe1ctasoo 11/13/9€ 1i:0l AM P»ge: 2 

From: SheKah Hendrickson (11/13/96) 

To: Tatyana Bogdanovs 
CC; 

BCC: 

Priority: Merinal Date sent: 11/13/96 11:01 AM 

approval for ail additions. He asked that we abide by the decisions made in May and 
stated that we (NCI) will make the ultimate decision of what to approve for 
procurement. 

During my vacation (September 8, 1996) Dr. Anspaugh sent to NCI the status of 
equipment and supply orders for Ukraine. He advised NCI that although the above order 
(copiers, faxes, etc.) was not approved, we certainly felt it was within our 
prerogative to order materials of such obvious need. But because of the August 15. 
1996 letter from Ihor Masnyk, we canceled the order. We did not receive any 
comments or requests to do o^erwise from NCI regarding the items mentioned in Dr. 
Anspaugh's letter. 

I regret any inconvenience this may have caused the project, but I thought f 
understood from Dr. Anspaugh that this was all explained to you during his last visit. 
Perhaps you and Dr. Tronko may want to communicate with Ihor Masnyk regarding the 
need for the above items that were not approved by NCI for purchase. I might also 
mention that on August 7. 1996, Ihor Masnyk, did congratulate me on the speedy action 
for the mini-bus (van) and approved it for purchase. 

Sincerely, 


Sheilah Hendrickson 
Copies: 

Dr. Nikolai Tronko 
Dr. Lynn Anspaugh 
Dr. Elaine Gallin 
Mr. Barry Fountos 
Dr. Shlomo Yaniv 
Dr. ihor Masnyk 
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DEPARTMENT OF H£Ai.TH * HUMAN SERVICES 


H««tth S«rv<* 


•w«tianat )na!4tui«» of 
Naiianal Ca>nc«r lAttnuT* 
8«lhC*Cl«. Maiyland 20692 


January 2. 199T 


Mr. James 

Executiva Dintctor for Opcraiioos 
VS. Endear Rc^tiatofy CommitNton 
Washlfifton. DC 20555 

Mr. Tayiw: 

THe Nuclear Ragehioty C«nmtr»ico for naay years has been constant in tts tnpport for the 

Chemoiyi-tulated studies of ^yrmd disease, especiidly catKer. amoaf ^uidna in UkniM and m Beiams. and 
of ta:kr^ among dc^aup worken in Uknioe. Mote recently, this su|q>on ha$ been most tangible in tbe 
tnnsfer of S 1.000.000 to the Depaicmest of Eaer^ (DOE) for e<}uipment and suppiia pnmanly for the tl^td 
studies and in ananging for die $230,000 contributed t y the InstitxK de Protection et dc Sur^i Nocldaine (IPSNi 
for «mibr ^ppost for the Icukenaa study. 

As yoa knew, negodabofts between die National Cancer Institute O'CI) and the DOE have led to a 
recai iaterageitcy Agreement (a copy of wMch you base ri^ived) that assigns to the NG rmpoDSibility for ^1 
Hspe^i; of these sanies, including the j^oaneoteru and ^lipasent equipimm seid wp^Kcs. hutial equipment 
and supplies have already been ^uchased and delivered, particularly for Belvus. However, in reviewing (1) 

{be current pirated equipmeru and supply seeds forOie imsKdiate future (i.e..daough the expected iS-monih 
duration of Phase 1 of the leukemia study, and through the aid of calendar year 199S for the thyroid studies), 
and {2) die funds estimated to be avaiUbie for this purpose (i.e.. $250,000 of su|^»tt from the XPSN plus the 
unspent bt^ince of mtmics transfenroi to die DOE the NTtC). it is apparent that current aimili^lc equipment 
and supply hinds arc not adequate to provide for projected needs: 

Thyroid Beiar..., itady 'Hiyroid lAmne Study tctiemia Study T«aJ 

Projected needs S22S.000 Sh5S.OOO $452,000 $1,332,000 

Esumated funds available $180.000 * $450.000 * S25O.QQ0 , 5 880.000* 

AddtUonal funds needed $ 45,000 S2O54JO0 S202.0W $ 452,000 

*Basai)^>cm unofTicia! «>nversmtons. 

It is atpaient dial them exists an estimated current shortfall approaching S500.000. Included m this 
eninwue is the inmease in die qpcantity ef suites dtat will be required for these stiufees as the number of 
subjrcfs mcfcases. in tome areas dnmatk-..../ so. during die next several y&tfs- This *iR lequtre a 

pr^oedonate incnuKc to the cost of uippUc». For example, aecniai of thyroid subjects in Belanis is projected 

to imuetse fmm 3.000 in the fim ytu to 13,000 in itx diird year, compandile numbers ta Ukraine are pn^-ted 
to be 13.000 and .50,000. lespceavely. 

A large nundier of the study sobjtxts in Bekms. perh^ even a majority, reside in loeatioos more 
ilistam from Minsk than was ceigioaUy expected. It is apparent that this accrual of thyroid subjects will requite 
that examinatitm faciikies be a2« in <hk or more blasts b^ond Mind: {esponally Cornel aid 

possibly Btvsd and that additional mobile warns of physkiaas wiO need to be equipped to cuimiw subjects in 
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^ temoie funl refits. The cq»tpm»u ct^u for tfiese addittcmal ^aHottvy and n^ie examinatioR ceitien 
aiK not {ftciuded is ilw above Agure^ and W|S add to the enitnated tbonf^A. Maintenance eonoacu and ^ture 
equipment fcplacemenus alao need to be factored into future cost estimates. Therefote. our current ptejecied 
estimate for equipmeae and supply needs for the three prejecu for the next two years, including die shortfall 

indicated i^ve, is of die order of $I.OOO.Oon 

For the above sevenl leiucnM. it would be vtry much apprcciatt 1 if the NRC ^air would consiacr 
add^ional support for equipment laidKi^liM. Whileasyiei^ofmppodwcuidbswel^mie. mightitbe 
pMsible fw ^ NRC to consider as a«^ as S i .000.000 for the next two-year period? This surely would be 
most helpful. Eweo ihou^ the NCI and the DOE will hud these projects at a level of ^tproximaiely $1.5M per 
year, it is expected that these monies «U1 be needed to cover die openiioaaj costs: a support contractor, 
•xpabded pt^esoonal persoaoel needs. iBcreased govenuneot and non'govemntent uaveL support for the 
binatioeal advlMiy groaps, (nieing. meetings, etc. These NCI and DOE funds at* net expected to provide for 
equipment and supply needs, nor do they com NCI pnofessioBai and suppoit staff dme. whidi the NCi 
additiMiaUy emtotSaates to these injects. asastaocc va the NO for continued sa|port o{ Aese pmject:- , 

thcicf^ spectficaliy ^ equipmeni and ui^Ues. is expecttd to be cr^kai to ftde mesess. 

Thank you for eonstdaniion of this matter at your earliest oppertunity. Plaase contact nw if you hava 
any questions or if additional danfication would be helpful. 


Sincerely. 


Bruce W. Wachhoix, Ph.D. 
Chief, RadixtiOQ Effects Branch 
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ATTACHMENT 

30 

MEMOR-AaVDUM OF AGREEMENT 
FY 1998 
BETWEEN 

THE DEPARTMENT OF HEALTH .AND HERMAN SERVICES 
NATIONAL CANCER INSTITUTE 
AND 

THE DEPARTMENT OF ENERGY 
OFFICE OF ENVIRONMENT, SAFETY AND HEALTH 

This memorandum sets forth the terms of agreement in FY 1998 between the Depanment of 
Health and Human Services (HHS), National Cancer Institute (NCI), and the Department of 
Energy (DOE), Office of Environment, Safety and Health for joint implementation of the project, 
"U.S ./BelarusAJkraine Joint Research on the Biomedical Effects of the Chernobyl Reactor 
Accident." 

I DESCRIPTION OF SERVICES 

This agreement is a mechanism to implement the transfer of funds to provide partial support for 
the Chernobyl-related leukemia and thyroid disease epidemiology studies in Ukraine and the 
thyroid disease epidemiology study in Belarus in fiscal year (FY) 1998 from DOE to HHS, NCI, 
and to define the responsibilities of each .Agency with respect to these studies. 

These studies will operate under the auspices of the Joint Coordinating Committee for Civilian 
Nuclear Reactor Safety (JCCCNRS) and applicable Binational Agreements. The total cost of 
these projects in FY 1998 estimated by NCI is around S2.5 million, exclusive of the cost of 
equipment and supplies and contributions from other agencies and/or countries. 

A DOE makes a commitment to: 

Transfer at the proper time in FY 1998 agreed-upon funds to NCI to cover administrative, 
logistical, managerial, equipment, and supply costs incurred in the execution of activities directly 
related to the leukemia and thyroid disease epidemiology studies in Ukraine and the thyroid 
disease epidemiology study in Belarus. DOE will contribute up to S800,000 from the FY 1998 
budget. 

B NCI makes a commitment to: 

1 Assume all responsibility for management, coordination and oversight of the design, 
implementation, analysis and scientific interpretation of the results of leukemia and thyroid disease 
epidemiology studies of Chernobyl-exposed populations in Ukraine and Belarus. 

2. Manage, coordinate and oversee the projects using staff of the NCI and/or of an NCI 
funded scientific and technical support contractor. 


1 
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3. Assume responsibility for all official policy, financial, management and scientific 
matters with the governments of Belarus and Ukraine and their relevant orgamzational entities 
and personnel. 

4. Act as the sole contact point for all official project-related commuoicatioas between 
U. S. agencies and their contractor personnel and Ukraine and Belarus Ministries and 
collaborating institutions and individuals. This is not intended to preclude personal scientific or 
technical discourse among or between scientists and physicians or limit unofficial interactions 
between interested parties. 

5. Develop milestones on a quarterly basis for the ongoing program to be used in 
evaluation of the progress of the project and for authorization of payments for local support. 

6. Share all reports regarding these projects with DOE and, when appropriate, with other 
relevant U S Government Agencies (Nuclear Efegulatory Commission and Depanment of State) 

7. Provide DOE with annual progress and financial reports 

8. Invite DOE observers to ail review and reporting sessions. 

9. Contribute financial resources from its FY 1998 budget of at least matching funds 
toward the implementation of the projects. (If DOE support and NCI matching funds are not 
sufficient to fully implement the protocols, and the remaining shortfall cannot be met firom other 
sources, the scope of the prDject(s) will be revised!) 

n. DURATION OF AGREEMENT 

This ^reement is effective when signed by both parties and shall remain in effect through the end 
of FY 1998 unless amended by mumal written consent of both parties. The agreement is to be 
renewed annually thereaffer by written mumal agreement and will correspond to the Federal fiscal 
year. There is every intention to continue this agreement to ensure satisfactory completion of 
these projects. 

III. PAYMENTS TO BE MADE TO: NATIONAL CANCER INSTITUTE 

Reimbursement by Standard Form 1080 or 1081 or Treasury Online Payment and Costing 
(OP AC) system. 


Submit billing to: 


FIN.ANCE DIVISION 
P O BOX 2001 
OAK RTOGE, TN 3783I 
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IV REIMBURSING AGENCY CODE: DE-AI05-92EH89I88 000 

This agreement will operate under the following NCI codes: 

Agreement Number: Y3-CB-0020 

Appropriation: 7570849 

Common Account Number: 7-84223 1 7 

V. LEGAL AUTHORITY 


The legal authority for NCI to enter into this agreement is encompassed wi thin the provisions of 
the Economy Act of 1932 as amended (3 1 U S C. 1535 and 1536). 

VI. TRAVEL 


Travel under this agreement is subject to allowances authorized in accordance with the Federal 
Travel Regulations^Joint Federal Travel Regulations, and/or Foreign Services Regulations. 

VII. EQUIPMENT 


Any equipment procured shall not be required to be returned to DOE or NCI. 


VIU. PROJECT OFFICERS 

NCI: mOR J. iMASNYK, Ph D. 
Radiation ESeas Branch 
National Cancer Institute 
EPN, Suite 530 
Bethesda, MD 20892-7391 
Tel: (301)496-9326 
Fax: (301)496-1224 
e-mail: masnyld@epndce.nih.gov 


DOE: BARRETT N. FOUNTOS 
US. Department of Energy 
Office of International Health Programs 
EH-63/270CC 
19901 Germantown Road 
Germantown, MD 20874-1290 
Tel: (301) 903-6740 
Fax: (301) 903-1413 
e-mail: barrett.fouatos@.eh.doe.gov 


IX. MODmCATIONS OR C.4NCELLATI0NS 


This agreement, or any part of its specific provisions, may be revised by signature approval of 
both parties signatory hereto. Cancellation of the agreement may be accomplished only at the 
expiration of 90-day advanced notification by either party. 
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X. RIGHTS IN DATA 
NCI may: 

1 Establish a claim to copyright scientific or technical articles based on. or containing, 
data first produced in the performance of this agreement. 

2. Use, release to others, reproduce, or publish any data first produced in the 
performance of this agreement, provided that a copy of the final document is provided to DOE. 


4 
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STATEiVENT OF WORK SLr\(MARY 

DOE will provide a portion of the funds required (up to S800.000) for the performance of 
specified activities in suppon of the three projects (U S. -Belarus Thyroid, U S -Ukraine 
Thyroid, U S. - Ukraine Leukemia) in FY 1998 NCI will contribute at least matching funds to 
carry out these three projects. 

In addition, NCI (Radiation Effects Branch), in consultation with Binational .Advisory Groups 
and working groups of experts, tailored to specific technical requirements, will assume fiill 
responsibility for design, implementation, analysis and scientific interpretation of leukemia and 
thyroid disease epidemiologic studies of Chernobyl-exposed populations in Belarus and 
Ukraine; manage, coordinate and oversee all ongoing activities; assume responsibility for all 
official policy, management issues, and all financial matters; be the sole source of all official 
contacts for project-related communications between all panicipating entities; U.S. .Agencies, 
contractors, advisors, consultants, and Belarus and LTcrainian organizations and personnel. This 
is not intended to preclude personal scientific or technical discourse among or between 
scientists and physicians or limit unofficial interactions between interested parties. 

NCI will provide DOE copies of all reports, nainutes of meetings, and other documentation 
related to these studies and will provide DOE an annual progress/financial report within 30 days 
of the end of the fiscal year NCI will invite DOE staff as observers to program reporting 
sessions. 

NATIONAL CANCER INSTITUTE DEPARTMENT OF ENERGY 



Richard D. BClausner, M.D 
Director 

National Cancer Institute 
National Institutes of Health 

Date; 



.Acting .Assistant Secretary for 
Environment, Safety and Health 
Department of Energy 

Date -T 
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ATTACHMENT 

31 

INTERAGENCY AGREEMENT 
BETWEEN 

NATIONAL CANCER INSTITUTE 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
AND 

VETERANS AFFAIRS NATIONAL ACQUISITION CENTER 
DEPARTMENT OF VETERANS AFFAIRS 
Fiscal Year 1997 
Bethesda, MD 20892 

This memorandum sets forth the terms of agreement between the National Cancer 
Institute G^CI), National Institutes of Health (NIH). Department of Health and Human 
Services (DHHS), and the Veterans Affairs National Acquisition center (VANAC), 
Department of Veterans Affairs (VA), entitled “Provisions of Equipment and Supplies 
for Epidemiologic Studies of Radiation-Induced Thyroid Disease in Belarus and 
Ukraine”. 

I. DESCRIPTION OF SERVICES: 

This agreement is a mechanism to implement the transfer of funds from the NCI to the 
VANAC for procurement and delivery of equipment and supplies to be specified by the 
NCI, including the provision of necessary equipment service contracts, to participating 
organizations in Belarus and Ukraine. The Department of Energy (DOE) and the Nuclear 
Regulatory commission (NRC) are participating with the NCI in fimding epidemiological 
studies of radiation-induced thyroid disease in Belarus and Ukraine conducted under the 
auspices of the Joint Coordinating Committee for Civilian Nuclear Reactor Safety 
(JCCCNRS) Working Group 7 (WG 7) or similar letter arrangements for continuing 
cooperation. The NCI is responsible for the management and coordination of these long- 
term projects (anticipated to last at least 10 years), the overall design of the study, its 
implementation, and the analysis and scientific interpretation of the data obtained. The 
funds for this activity originate both at the NCI and at other U.S. Government agencies 
that transfer money to NCI. The initial transfer of funds for the thyroid cancer study from 
the NCI to VANAC during Fiscal Year (FY) 1997 will be $584,300 of which $181,900 is 
designated for the study in Belarus and $402,400 is for the study in Ukraine. 

n. PERIOD OF PERFORMANCE: 

The period of performance extends from the acceptance of this agreement by both parties 
through September 30, 1997, with an annual renewal option to be implemented 90 days 
prior to the expiration of the agreement. 
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III. SCOPE OF WORK: 

Equipment and supplies shall be purchased and shipped as specified and directed by the 
NCI Project Manager to specific persons and locations in Belarus and Ukraine. The 
equipment and supplies purchased will be used to support work performed as stated in the 
“Scientific Protocols for Epidemiologic Studies of Radiation-Induced Thyroid Disease in 
Belarus and Ukraine”. 

IV. REPORTING REQUIREMENTS: 

QUARTERLY FINANCIAL LETTER REPORTS: 

Each quarter, VANAC will submit a brief status report which summarizes the 
expenditure of NCI funds. This report shall provide an itemized listing of the equipment 
and supplies purchased within the quarter, all costs (including Contractor Costs, see 
Section VII, mfia, as necessary) associated with the purchase (including information 
required by the NCI property management system such as serial number on accountable 
equipment), and information on shipping costs and recipients of items. In addition, each 
report shall include a.) costs of the previous quarter, b.) cumulative costs and imcosted 
obligations to date, and c) projection by quarter for the remainder of NCI obligated funds. 
The first quarterly report shall provide the initial projections, and subsequent reports shall 
either indicate revised projections or indicate “no change in the cost and uncosted 
expenditure projection”. These reports will be transmitted by NCI to other agencies with 
financial interests in the project. 

TECHNICAL LETTER REPORTS: 

VANAC shall prepare quarterly technical reports which summarize any additional 
significant findings, difficulties encountered, suggestions or comments which might be 
beyond the scope of information provided in the quarterly financial letters. 

Both reports shall be submitted by the 10th of the month (in April, July, October and 
January) following the end of each quarterly reporting period. Reports shall be 
addressed to: 


Project Manager, Chernobyl Studies 
Radiation Effects Branch 
6130 Executive Blvd. 

EPN Room 530, MSC 7391 
Rockville, MD 20832-7391 
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V. EQUIPMENT: 

It is the intent of the NCI that title for all accountable equipment shall vest with the NCI, 
and that NCI personnel will enter information provided by VANAC into the NIH 
property management system, and that such equipment shall be permanently donated to 
the receiving parties using procedures specified by the NIH. 

VI. ESTIMATE OF COST AND OBLIGATION OF FUNDS: 

Funds for this initial agreement are being provided to NCI by NRC to assist in purchase 
of equipment, supplies and logistics only. Initial FY 97 funding for this study is 
$584,300 and this amount is hereby obligated. 

VII. FUNDS AVAILABILITY 

Advance payment to VANAC of any NCI funds obligated to this agreement is authorized 
by NCI. Any NCI funds remaining unexpended at the end of a fiscal year must be 
deobligated and returned to the NCI by September 20th for budget close-out. Upon 
renewal or modification of the agreement between NCI and VANAC, funds would be 
available on the same basis through a modification of this agreement. 

The NCI agrees to reimburse VANAC for costs associated with the negotiation, award, 
and admiiustration of any solicitation, contract or delivery order issued pursuant to this 
agreement (Contractor Costs) at a rate of 6% of the contract price. Estimated Contractor 
Costs for FY 1997 are $35,058. 

Reimbursement of Contractor Costs shall be made armually by depositing funds to an 
account designated by VANAC. Initially, payment shall be made wdien this agreement is 
executed. If additional funds are made available in future years, payment shall be made 
during the first month of the first quarter of each fiscal year that this agreement is in 
effect, or as soon as funds become available to the NCI. Funds on deposit shall be 
reviewed at the beginning of each calendar quarter and adjustments, if any, will be made 
by agreement between VANAC and NCI. 

VIII: BILLING INSTRUCTIONS: 

To receive payment under this agreement, VANAC should bill through the OP AC system 
to the following address and state on the OPAC billing that this is an Advance Payment. 
National Institutes of Health 
Government Accounting Branch 
3 1 Center Drive 
31/B1B05A 
Bethesda,MD 20892 
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IX. ORDERING: 

All orders will be submitted to: 

Philip D. Naas 

Management Analyst (90N-M) 

VA National Acquisition Center 
PO Box 76 
Hines, IL. 60141 
Telephone; (708) 786-5144 
FAX;(708) 786-5147 

The following persons are authorized by NCI to place orders with VANAC: 

Dr. Ihor J. Masnyk 
Dr. Bruce W. Wachholz 

X. DELIVERY: 

Deliveries will be made utilizing the most economical mode of transportation necessary 
to meet delivery deadlines. Delivery points are: 

Belarus: Minsk and Gomel 

Ukraine: Kiev 

Russian Federation: Moscow 

Delivery charges not covered by contract source will be added, as a separate line item, to 
each individual invoice and will be covered by NCI. Any Customs and/or Duty 
requirements will be the responsibility of NCI. All shipments will be made directly to 
delivery points specified by NCI. 

XI. RISK OF LOSS 

Risk of loss or damage to the equipment or supplies provided under this Agreement shall 
remain with the supplier of such equipment or supplies until, and shall pass to NCI upon: 

(1) Delivery of the equipment or supplies to a carrier, if transportation is f.o.b. 
origin; or 

(2) Delivery of the equipment or supplies at the destination specified by NCI, if 
ttansportation is f.o.b. destination. 
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XII. ACCEPTANCE: 

NCI will confirm acceptance of all deliveries within 7 work days. Discrepancies in 

shipments shall be reported immediately to the contractor and to the VANAC. 

In the event that a site visit is required by VANAC, expenses shall be covered by NCI. 

Xni. CONTACTS: 

NCI Project Manager; Dr. Ihor Masnyk 

Radiation Effects Branch 

National Cancer Institute 

6130 Executive Blvd, Suite 530, MSC 7391 

Rockville. MD 20852-7391 

Telephone; (301) 496-9326 

Fax; (301) 496-1224 

Email; iml3q@NIH.gov 

NCI Administrative Contact; Ms. Joy Osborne 

Administrative Officer, DCB 

National Cancer Institute 

6130 Executive Blvd., Suite 500, MSC 7380 

Rockville. MD 20852-7380 

Telephone: (301) 496-2871 

Fax: (310) 496-8656 

Email: jo25x@nih.gov 

VANAC Administrative Contact; Philip D. Naas 

Management Analyst (90N-M) 

VA National Acquisition Center 
POBOX76 
Hines, IL 60141 
Telephone: (708) 786-5144 
Fax: (708) 786-5147 

VANAC Contracting Contacts; 

Medical Equipment, Reagents, & Other Equipment 
Jessie Holder, Chief 
Medical Equipment (90N-M3) 

VA National Acquisition Center 
PO Box 76 
Hines. IL 60141 
Telephone: (708) 786-5250 
Fax: (708) 786-5256 
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Medical Supplies: 

Burnell Brusveen 
Contract Specialist 
Medical Supplies (90N-M1) 

V A National Acquisition Center 
PO Box 76 
Hines, IL 60141 
Telephone: (708) 786-5139 
Fax: (708) 786-4974 

XIV. TERMINATION OF AGREEMENT: 

This agreement may be terminated by either party upon 90 days written notice to the 
other party. Any project expenses up to the tenninadon date will be paid by NCI. Any 
expenses incurred in terminating this agreement will be paid by the party terminating the 
agreement. Any unexpended funds shall be returned to NCI. 


XV. AUTHORITY 


This agreement is entered into under the authority of the Economy Act, sections 1 535 & 
1536 of Title 31, United States code, as amended (31 U.S.C. 1535). The requesting 
organization, NCI, has considered the requirements of FAR 17.502 and 17.503(a) and (b) 
and has provided determinations and findings (D&F) pursuant thereto. 

XVI. DISPUTE RESOLUTION 


NCI and VA agree to take immediate action to resolve issues and disagreements that arise 
in accomplishing work under this agreement, in accordance with FAR 17.504 (c). In the 
event that disagreements arise that caimot be resolved by the Signatories, then the parties 
will submit such disagreements to their respective legal representatives for resolution 
under a mutually acceptable NCI or VA alternative dispute resolution process. 

This agreement is hereby accepted by both parties. 


Accepted by 

Department of Veterans Affairs 

Signature: >>. 0 ..^^.^ - 

Name: Nancy L. Parr 

(typed) 

Title: Executive Pi recto r 


Accepted by 

National Cancer Institute 

Signature: — 

/ / 

Name: J°y Oshome 

(typed) 

Tide: Acl:lng ARC Manager, DCS, NCI 


Date: 


Sjgj'i'P 


Date: 5-9-97 
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u«p«uii«nt oi ntaitn ana numan Mrvices 
National Institutaa of HaNth 
Agancy Agraamant and Ctaaranca 


rriimint [wiuMt tnrn ^ Agraamant: Provisions of Equipn>ant and Suppias for Epidamiolegic Studiaa al 

ilnduced Thyroid Oisaasa in Salarus and Ukraina 


Summary of Substarwa of the Agraamant (includa purpcsa. resources committed: furtds. parsortneC, equipment. facSties, ate.): 

This agreement transfers fur\ds from the NCI to the Veterans Administration National Acquisition Center [VANACI for procurement and 
delivery of equiprrent and supplies to participating organizations in Belarus and Ukraine. The epidemiological studies of radiation 
induced thyroid disease ere corwiucted under the auspices of the Joint Coordinatir^g Corrwnittee for Civilien Nuclear Reactor Safety 
(JCCCNRSI Working Group 7. The funding specified in this agreement is from monies origin^ suppfied to NCI by the Nuclear 
Regulatory Commission (NRC| at a total of $584,300 ($181,900 is designated to Belarusian study: $402,400 is for Ukrainian studyl. 
PAYMENTS FOR SERVICES OR EQUIPMENT SUPPLIED SY VANAC MUST BE MADE IN ADVANCE. 


Delegations of Authority Under the Agreement: 

This agreement is made in accordarwe with the 
authority in Section 601 of the Economy Act of 
1932. as amended (31 U.S.C. 1535} arvj 42 
U.S.C. 321. 


■ 

y: National Cancer instituta 

ion Code: 75080031 

0 Rockvifle Pike 

loom B1BS4 
) 20892 

Rtcaiving Agency: VANAC 

Agency Location Code: 36001 200 
Address: 

PO Box 76 

Hines. IL 60141 

Period of the Agreement: 5-8-97 through 
9-30-97 

Bethesda, MC 

Accountir>g Information I 

Signatories [Neme, Titiei Date 

Paying 

Federal Agency 

Agreement Number 
MorNIH Y1/Y23 

Appropriation 

CAN 

Amount 

NCI 

Y1-C8-7005-01 

7570849 

7-8333469 

$584,300.00 

Joy Osborrw. Acting ARC Manager 

Division of Cancer Biology/NCI/NIH 

5-8-97 
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Aeeountirtg Information 



Receiving 

Federal Agency 

Agreement Number 
(for MH Y3) 

Appropriation 

CAN 

Amount ' 

Signatories {Name, 77th) Date 

VANAC 

VANAC has no 
agreement r\o$. 



1 

$584,300.00: 

Nancy L Oair. Executive Director 

VANAC 

5-9-97 






See Attachment for VANAC Sigrtature 



















1 











wry Hro/ect Officer. ICO. Phone j 

NtH Administn 

to've/Budget Office Contact, ICO. Phone 


3ruce Wachholz, 

.PhD NCI/OCBmEB (3011496-9326 £PN 530| 

Joy Osborne. Acting ARC Mgr OCB/NCI (3011496-2871 EPN 500 

OHHS/NIH 

Clearances 

ICO: 


Signature: 



•MI74t !«•>. IWMI 


FILE NAME 
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Masnyk, Ihor 

From: Beebe. Gilbert 

To: Masnyk. Ihor 

Subject Mess and things 

Date: Friday, August 01. 1997 9;56AM 


Ihor. You probably hove the equivalent of this in a separate message, but. 
just in cose you don’t. I think this is an important statement, not only with 
respect to the logistics of supplies and equipment but olso with respect to 
where Everett is in relation to the project and NCI. I think it would be 
good for him to have the various access names and numbers for the Chicago 
outfit. It would also seem to me about time for you to make a visit there 
with him. 

Gn 


forwarded FROM: Beebe, Gilbert 

Microsoft Mail v3.0 (MAPI 1 .0 Tronsport) IPM.Microsoft Mail.Note 
From; Everett K. Mincey 
To; GSbert Beebe ' 

Beebe, Gilbert 
Subject; Mess and things 
Date; 1997-08-01 00^)3 
Priority; 3 

Message ID; AEFS 1 A950A0AD 1 1 1 864000805FeACCE5 


Dear Gil: 

Sorry about mess with NCI and 1-31 and etc. I know about it second hand, of 
course, not having seen newspapers in US about reporting of such. I had 
email from Ihor about Vonac, but they haven't called me. I will get off a 
fox to them, suggesting that if they hove problems, to phone me. I know 
that they will have some problems, consider that it took us over a year 
with LINL and Sheiiah to get it running smoothly. Even then, when I lived 
in Minsk, I received phone calls weekly at my aportment from LLNL about 
supplies and shippng prablems- usually from Sheilah’s assistant Joe. They 
were very good and faithful about phoning me in Minsk, even if there were 
no problems, just to touch base with me about supplies. I do not expect the 
some from VANAC. I hove card from point person in VANaC but no email 
number. Just phone and Fax. I would have thought that they would have some 
questions by nowl There will be many questions in the future about 
supplies and 1 do have much apprehension about the hand-holding process 
with VANAC. From experience with LLNL I know that there will be a learning 
process-over the next year. I will hold their hand is they ask. Ihor 
mentioned that we may have to visit them again but I think we can do it 
over phone-if they phone. I wont to encourage them to phone and ask 
questions-notjust go ahead with what they think is OK. There will be some 
special arrangements with on-going supplies os far as cheniistry is 
concerned, i have particular concerns about how they will arrange with 
stonding orders for chemistry supplies, etc. I do have concerns about quick 
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shipment of necessary ifems for on-going supplies. 

All will become cleor in the future, I hope-witn vanaC. They must maintain 
close contact with us and ask questicwns. i do not think that VANAC has a 
cleor idea of how much close contoct is required for our projects. As you 
know. llnL attended many of our sessions in woshington and it took some 
time to get It oil together for a smooth How of supplies. I still hove 
questions about the ability to procure supplies on the local economy. I 
hove mentioned it to Ihor but have not received answer. You know that 
Sheiloh was able to go to Minsk, for example, and buy things on the local 
economy. We must be able to do the same r>ow-but the mechanism for doing 
that is not clear to me. For example, if we v«^nt tp buy furniture, 
refrigerators, computer supplies, etc in Kiev-how will we do that? I hove 
offered to Ihor to be the '’purchasing arm" for VANAC for locol economy 
items but do not know where that idea is at the moment. I do r>ot feel that 
we should continue to rely on me putting items on my Visa card-surety there 
can be a better way to buy things on the locol economy! Sheiloh morkoged to 
take money cnd/or checks to buy items in Selanjs. I could do the same. I 
suppose. 

Since there are ambiguous qu^Hons about me going to Kiev-or anywhere for 
that matter-1 will just have to owait ihor’s return and see what 
tronspires. If NCI recognizes that something other than quarterly visits is 
required I will listen. Otherwise. I wiH send my comments to NCI by 
mail-quarterly visits wnH not suffice to moke projects work welt-we oil 
know that- 

As an item left out of my previous emafl to you.ond regarding testir>g from 
Gomel subjects, it is my thought that oil urinary iodine samples, as weK 
os other biological samples would some back to Minsk, i know thot we 
haven't had much discussion obout Gomel-and i do not think that we will 
resolve any Gomel issues until we hove more discussions with principals in 
Minsk-but as a first approximation-we wilt consider sending samples bock to 
Minsk-from Gomel. 1 believe that we wiH have many problems in coordination 
with any Gomel operation which we undertoke- ond nothing but a cof>stant 
person in Belarus wHi make Gomel come on line properly. This is a deBcate 
and sensitive issue-all oround-with mony overtones-which I understar>d-ar>d I 
believe that Ihor understonds them as well. Gomel is not a simple issue!!! 

Regards 

Everett 

Hove o nice holiday and relox. 


Poge 2 
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Masn^jOhor 

Everett K. Mincey 

Beebe, Gilbert: Gilbert Beebe; Masnyk, Ihor 
VANAC 

Saturday, August 02. 1997 1 2:43AM 


From: 

To: 

Subject 

Date: 


Dear Gil and Ihor: 

Received letter and list from VANAC-which I will fax to NCI so that 
you(lhof) will have it on Monday, i sent FAX reply, copy of which is also 
sent to your office at NCI. Letter from VANAC does not list NCI as 
recipient so thought that I should send whole thing to NCI. I hope my reply 
was acceptable to NCI. I have some problems speaking for NCl-but in view of 
Ihor’s letter, leaving me in chorge-so to speak-of supply p>roblems-l 
thought that I could address their concerns in a general way. 

It is apparent that we have major problems with VANAC-which is not 
unexpected considering that we had just one meeting with fhem-before they 
received our list of supplies. When I consider the close relationship we(i) 
had with ILNL end the amount of time it took to develop that 
relationship-1 am not surprised at the confusion at VANAC. It appears to me 
that the supply issue is going tc be one of the majorhang-ups for the 
projects at this point. We cannot expect any agency to just pick up the 
ball and njn with it-there so many exceptions-so many little quirlcs-to our 
projects supply needs that no "generic" purchasing organization can cope 
with it fully-without an almost full-time person from NCI side to guide 
them constantly. Even though LLNL and Sheilah had a good understanding of 
our projects. I was phoned at least twice weekly when I lived in Minsk by 
LLNL to answer questions. Dr. W. knows that is true. I could expect their 
phone calls from LLNL and enjoyed them. Also when I was in Vancouver, 
Sheilah phoned me constantly to ask about this and that-not just laboratory 
things but the whole spectrum of things for Minsk. I am afraid that the 
level of communication with VANAC will not reach thot point. What I am 
trying to say is that with the complexity of our supply requirements for 
projects in Minsk and Kiev -VANAC will have real problems in coping. It is 
not their faulf-we just have a complexity of things on an ongoing basis and 
it took Sheilah and I two years of constant communication to work it all 
out. I am sorry to keep mentioning LLNL but I only do it to illustrate the 
realities of the situation. 

There are many realities which impinge on our project-now that LLNL has 
left. One which I keep mentioning is the ability of local purchasing of 
major items. We must address that issue-my visa card is not the long-term 
answer to it. Sheilah was able to purchase locally-ond we must fry to do 
same. 

1 believe that NCI must address the issue of almost full-time person to 
work with VANAC-at least for 6 months until they get it all together. I can 
do it but I am not NCI person. Ihor cannot deal constantly with the day to 
day supply problems-which will be acute until VANAC has it under control-if 
ever. I did deal with it from LLNL in the long ago-and we had a system. I 
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do know that just left to their own devices, VANAC cannot cope with the 
project requirements. If NCI wants me to deal with supplies as an almost 
full time job then we need to talk about it. I guess that no one at NCI 
realized how closely I worked with LLNL -almost daily, and made decisions 
for them on the spot-since I knew what was required and we could not wait 
for "committee" 0<. We had an approved purchasing list and I helped them to 
fulfill that list. In addition, LLNL ond I dealt with Europeon suppliers 
with no problems. Sometimes we had to find some piece of equipment in one 
of several European countries-ond Sheiiah and staff phoned, faxed, 
whatever, until we found it and had it delivered. In the past, I received 
many quotes from European supplies via fax at my home and either Ok d it to 
Sheiiah or told her that it was too much and suggested another price 
structure. I guess that I am a littte chagrined that NCI never seemed to 
acknowledge the time and experises which I spent in the early formative 
years of the Minsk project. I spent countless hours resolving NCI-supply 
problems for Minsk. NCI knew vs^en they had a good thing. I guess, having a 
person for free who would render assistance-ond I did so because I knew 
that no one at NCI could do it. Perhaps Ihor can now understand why I am a 
little put-out by the laissez-faire attitude which NCI has toward me. Well, 

I am not complaining and seek no recompense. I have been an almost 
full-time person-in many regards- but treated like a poor relative who will 
respond when necessary, 

Well, my good friends, and I do count you as my good friends, the time has 
come for some serious considerations. My rote for the projects has been 
more than the biochemical consultant-more than the NCI-‘7n house" supply 
person and more than the "quarterly visiting person". I am not going to 
walk away from projects but on the other hand. I am not going to perform 
the duties of an NCI staff person without some role and position in these 
projects. I do not think that is an unreasonable request. 

Regards, 

Everett 
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FAX transmission 

TO: Bumcil R. Bmsvecn 

Team leader. Medical Care Products 
VANAC 

Fox 708-786-4974 
FROM: E. Mincey 

Thanks for your letter and attached lists of 1 August.. Or. Masnyk will return to 
Washington on Monday, 4 August and ! will discuss the contents of your letter with him. 
We will contact you as .soon as he has had a chance to talk with me. 

1 can comlnont on some of the issues raised in your Icttcr-and will use some examples 
which are for discussion purposes and do not constitute a full reply. As I understand it, 
the attached listed items represent those which you have tried to request quotes but need 
more descriptive information? I have a copy of the letter and list sent to VANAC by Dr. 
Masnyk on 1 4 July and 1 do not understand what more “descriptive" information can be 
furnished for these items. In most cases, a suggested supplier was furnished, not as a 
requirement to use that supplier, but as a source of information about line items-i e full 
descriptions'may be found in the relevant suppliers catalog. For some items, no 
aitemative. supplier is acceptahlc. As examples, the calcium analyzers from Ciba- 
Corning, reagents from Amcisham for Amerlite system, reagents from Abbott for IMX, , 
Anti-TPO from Brahms, etc. cannot be substituted from other suppliers-they should be 
ordered as described from suppliers listed. Perhaps we should have designated those line 
items for vrhich no alternative supplier is acceptable. 

As a general principle, reagents for analytical systems already in pi»cc, or-which will be 
m place in Kiev soon, should be obtained from European sources so that calibration will 
be in the system used in Europe. Canada and CIS countrics-thc SI system. In addition, an 
attempt should be made to arrange reagent supplies for analytical instruments on a 
“standing order" basis with perhaps quarteriy shipments. 

With regard to your request for a “statement of \*rt>Tk“ defining electrical, shipping, etc. I 
had thought that wc woe clear on those items during our visit to your facility, Bri efly, 
clectricaJ requiretnent for equipment in CIS countries is 220 volts, 50 cycIcsfHieftz) ^ 
without excqstion. TTiis imposes some consideration to obtain items such as freezers, 
Tefngerators, computers, scientific apparatus and Ok like from European or even local 
sources in Belarus and Utaairw. Obtaining items from the local economy m the latter 
countries requires some discussion between your organization and NCI since the 
mechanism is not clear at this point. 

1 thought that the covering letter from Dr. Masnyk was clear with regard to delivery 
addresses in Belarus and Ukraine. The labelling requirements were also clearly outlined 
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The mode of transport w»s discussed during our meeting and I understood that airfreight 
from Chicago to either Kiev or Minsk was the preferred mode-considering that you had 
agreed to “stockpile" shipments at your facility awaiting shipment Lufthansa docs well 
m getting shipments to either city For supplies which originate in Europe, mostly 
Germany, the same mode would apply. Supply of labels will be addressed with Dr. 
Masnyk on Monday but the correct label statements and other "customs" information 
was well outlined in Dr. Masnyk’s letter and must be followed to the Ictler-without 
exception. 

It is clear that we need to have some more “in depth" discussions between NCI and 
VANAC which is normal at the outset of such an undertaking. We need to understand 
what you want from us more fully and what we can do to make your task easier. Full 
disclosure and cooperation is our goal since some of the Priority 1 supplies arc needed 
very soon. We understand your problems since our items list encompasses everything 
from computer equipment to simple phlebotomy tubes-il is not an easy task and we know 
It We will give your organaation whatever help and guidance is required to facilitate the 

transfer of supplies to our projects in Minsk and Kiev. We expected the first reading to 

raise many quesrions-and it has. It is normal in a complex undertaking of diis sort. 

Expect some contact on Monday-Tuesday at the latest about these questions. Thank you 
for correspondence. By the vray. it would hdp us if you could generate a separate list of 
those items for which you have a $ourcc“of supply, as suggested in your letter. We could 
then concentrate on the items in question. 
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Masn^^kjtw 

From; Everett K. Mincey 

To; Masnyk. Ihof 

Subject Urinary iodines 

Date: Saturday. August 02, 1997 12:43AM 


Dear Ihor 

While you have been away I have been a busy person with many emails from 
Van Middlesworth and others on the intemationol scene. I have a contact in 
Belgium who wants to send us some "check" samples for urinary iodine. I 
cannot receive them here in Canada because of customs problems with 
biological samples. 1 have told principal in Belgium that we would discuss 
it and decide where samples should be sent-on a one time basis. What do you 
think? Send them directly to labs in Minsk and IGev- or to Van Middlesworth 
who can get them to VANAC for shipment? 

Many things await your jetum as you wfll find out. This is not the major 
item but we need to make sure that samples find their way into the labs in 
Minsk and ICIev without problems. We have much to discuss when you 
retum-mostly VANAC-ond the prompt shipment of supplies to both places. You 
will see their conespondence to me and reply. We hove much hand-holding to 
do with VANAC-they need to have more concrete guidelines about suppliers 
and our priorities for shipments. I am not surprised at their response at 
first reading-but we need to give them more explidt guidePnes-it seems. 

Well, it is a learning experience but we cannot afford too much time for 
them to learn. Some things have to be sent soon!. I guess that we need to 
generate a ’hot list' of some items for them to ship soonest, We cannot 
afford to wait while they go out for bids, etc, for many items. 

Regards, 

Everett 
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Masnyk, Ihor 

Seebe. Gilbert 
Mcxsnyk, Ihoc Rnch. Dr Stuart 
Operations Monuol 
Tuesday. August 05. 1997 12X)1PM 


From; 

To; 

Subject 

Date; 


For your information, ril include Stu’s e-mail address in my reply. 
Gil 


FORWARDED FROM: Beebe, Gilbert 

Microsoft Mail v3.0 (MAP! 1 .0 Transport) IPM.Mlcrosoft Mail.Note 

From: Everett K. Mincey 

To: Beebe. Gilbert 

Subject; Operations Manual 

Date: 1997-08-05 OOX)6 

Priority: 3 

Message ID: 2C879F10440DD1 1 1 864000805FEACCE5 


Dear Gif: 

I did receive Faxed pages of changes to OM. Will review them and send you 
comments tomorrow. Have conference call with Ihor and VANAC tomorrow 
morning-hope we can impress upon them the urgency of some items. I have 
suggested to Ihor that we can help them in the critical short term by 
having me deal with some suppliers where we are not going out for bids-|ust 
to get some things flowing. I do not want them to dither around with some 
of the critical items-just get them ordered and on the way soon. Had nice 
chat with Ihor today-suggested to him that establishing a firm line of 
supply was the most critical issue at the moment for our projects. I hope 
that telecon tomorrow can dear the air and we can establish a critical 
pathway for some supplies to leave for Minsk and Kiev very soon. There are 
some questions about supplies for Leukemia project-and I do not know who 
will deal with them from a scientific basis on our side-1 can deal with 
some of them-ie, find suppliers, substitute items, etc. but there are items 
which should be addressed by Leukemia group-and not by me. i believe that 
we are going to have to take our Priority 1 list and short list it to those 
items which are most criticol and have VANAC move them without delay. 
Perhaps the whole list was overwhelming so we should try for an abbreviated 
lisMor immediate shipment? 

I hate to go from one crisis to another and desperately want to avoid 
anymore ’emergency" shipments. Ihor mentioned that we may have an 
arrangement in Kiev which will allow us to purchase some items on the local 
economy. We need to see what can be done along the same lines in 
Minsk-although I believe we wiO have to have a different approach there. I 
still do not understand why we connot do the same thing that Sheilah did in 
Minsk-take some instruments of currency and buy things as needed! Maybe we 
will have to have someone act as VANAC surrogate but it should be possible 
to buy things on the local economy in Minsk. 
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Masnyk, thor 

From; 

To: 

Subject; 

Date; 


FYl. Gil 


forwarded FROM: Beebe. Gilbert 

Microsoft Moil v3.0 (MAPI 1 .0 Transport) IPM, Microsoft Moil.Note 
From; Everett K. Mincey 
To: Beebe. Gilbert 
Gilbert Beebe 
A Bertrand Brill 
Dr. A.B. Brill 
Robbins. Jacob 
Subject: Minsk problems 
Date: 1997-11-04 00:59 
Priority: 3 

Message ID: 927E9D14CB54D1 1 1865400805FEACCE5 


Beebe. Gilbert 
Mosnyk. Ihor 
Minsk problems 

Tuesdoy. November 04. 1997 9:35AM 


Dear All: 

Received emoils from oil on this recipient list about Minsk situation. I 

can go to Minsk as soon os l make a quick turnaround from Kiev. I could go 

to Minsk as early os end of November and stoy until 20th or so of December. 

I hove no volid visa for Belarus ot this moment but could enter the country 
with an invitation and pick up viso-et oirport. I believe that they still 
do it in Belarus. Renee can confirm that with Belarussian consulate in 
Washington. Otherwise, when I return from Kiev on 20th, I can send possport 
to Washington and woit for visa in passport. With that scenario, I should 
be able to go in the first week in December. 

Saw the major complaint email from Minsk-signed by everyone in Minsk-except 
Lukashenko. I understand their feelings of frustration-since l have the 
some feelings. We just hove to rethink the loborafory issues, make sure 
thot the supply lines ore going to function and monitor supplies closely. 

If VANAC hos trouble with former suppliers of laboratory diagnostic kits, 
we will have to plan for something different. I have some foll-bock 
possibilities in thot cose. 

I will try to talk to Ihor tomorrow re vanaC and get updated on their 
efforts. I did send to Ihor informotion on Chiron colcium analY 2 ers. They 
phoned me from England ond the word I hod was thot both instruments were 
being shipped svifhin 10 days{a week ago). I have list of phone numbers and 
fax numbers from their engineers ond representatives in Moscow who are 
going to provide set-up and ongoing servicing when needed. I faxed that 
list to Ihor. 

I think that I con do more about laboratory supplies from Kiev and Minsk 


Poge I 
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than from here! I have lei vanaC do their thing. However, during the LLNL 
tenure. I become involved through Sheiloh with oil lob reogent supply 
companies end we manoged to gel it on track. 

Obviousty, we need to do some major fence-mending ond soon! Some can be 
done from Kiev-Minsk if I get on the phone ond badger the representatives 
in Russia of these componies.-We connot run project with these supply 
deficiencies ond we oil know that, l know fhot Ihor has been-on top of 
VANAC ond so hove !. Thot is not the complete answer and perhops a more 
personolized opproach will be necessary, i will have to do it but hove been 
reluctant to interfere with vanaC process up till now. 

I see that I have left off ihor in the address list. My fault but cannot 
change it now, Gil con show him copy of this communication. 

Regords. 

Everett 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
12 May, 1998 

Memorandum to Those Addressed 



Public Health Service 


National Institutes of Health 
National Cancer Institute 
Bethesda, Maryland 20892 


Subject: Progress of Phase I, Leukemia Project, Chernobyl Cleanly Workers in Ukraine 

Phase I finally started on 1 November, and a first quarteriy report was di«ributed to the NCI- 
Columbia team that visited in early February. The report is too bulky for distribution but if you 
are interested in any part of it the organization is as follows wdiere**Milestone** is essentially the 
‘^k” defined in the protocol 

Epidemiology Group 

Milestone 1 Investigate Registry 

2 Obtain Registry Tabulations 

3 Verify Record Linkage 

4 Begin to Assemble Cohort 
Hematology Group . 

Milestone 7 Identify High>Dose Sample 

1 8 Accumulate Tissues for Banks 

23 Learn Ascertainment, Other (Hematologic) Diseases 

24 Meetmg with Hematologists, Oncologists, and Pathologists 

26 Bleed High-Dose Subjects 

27 Obtain ami Process Pre-treatment Blood 

Dosimetry Groiq> 

Milestone 8 Investigate Dosimetry Sources and Needs 
9 Study Tasks of Cleam^ Workers 
1 1 Inventory Questionnaire Data 
1 3 Investigate Tooth Sampling 

1 5 Establish EPR Dosimetry Lab 

16 Do Biological Tests on Bloods 
1 8 Accumulate Tissues for Banks 

The listing does not indicate that the task has been completed, only that some work was done. 
The progress of the work has been slowed by the absence of critical items of equipment Dr 
Masnyk has been extremely busy arranging for the large purchasing department of the 
Department of Veterans Affairs to take over the fxocurement functions of LLNL. He has made a 
great deal of progress but there still are several problems affecting the manipulation of the 
Chernobyl Registry, the performance of EPR dosimetry, and e xaminin g bloods by FISH. 

A contract was written with Columbia University, School of Public Health, to provide expert 
assistance on all phases of the project, and a team of experts from Columbia accompanied NCI 
staff and consultants on the February trip to Kiev. Some of them will also journey to Kiev next 
month with the NCI team and French representatives of IPSN which has underwritten the 
procurement of supplies and equipment for the project. 
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French colleagues accompanied the NCI team to Kiev in October and again in February. The 
French team (Dr Margot Tirmarche, epidemiologist, and Phillippe Hubert, physicist) is involved 
in studies of cleanup workers in the Russian Federation and Belarus and brings a wealth of 
experience and expertise to the effort 

In March, 1997, representatives of NCI and the French team met in Kiev with investigators 
woricing with WHO on leukemia and other problems of the cleaniq) workers, and completed the 
development of an interview form and of interviewing procedures designed mainly to obtain 
infonnmion necessary for environmental dose reconstruction. The form is available in English 
for those want copies. 

A batch of published papers and unpublished material on the leukemia project accompanies this 
note, as follows: 

1) Columbia University group site visit, 2/98 

2) Review by John Boice of paper by Ivanov et al on leukemia and thyroid disease among 
cleanup workers in the Russian Federation 

3) Bard et al, Chernobyl, 10 Years after Health Consequences 

4) Ivanov et al, Cancer Incidence among Liquidators of the Chernobyl Accident: Solid Tumors, 
1986-1995 

5) Gluzman, Approaches for Studying Radiation-Induced Leukemia 

6) Baverstock, Chernobyl and Public Health 

7) Dr Finch’s trip report, 2/98 

Items 1 and 7 are the most important for understanding the status of the project They were 
written for stateside distribution and are not to be shared with our colleagues in Kiev. Dr Finch 
and I hope that you will continue your interest in the project and that we can keep you fairly well 
informed during Phase I. At the completion of Phase I, you will recall, we have the task of 
determining whedier Phase II, as roughly described in the Protocol, would be a practical 
undertaking. This determination will involve not only feasibility but also probable scientific 
worth. This point is especially relevant because thm is as yet, in early 1998, no definite 
evidence of excess leukemia among the clean-up workers. It would appear that any worthwhile 
scientific objective for Phase II might be the documentation of negative findings at a specified 



Addressees: 

Drs Boice, Bouville, Davis, Finch, Howe, Jensen, Littlefield, Magrath, Masnyk, Mitchell, 
Robison, Tirmarche, Wachholz 
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TECHNICAL REPORT 
for the period I April 1 997 to 30 June 1 997 


I. BelAm Thyroid Study 

During this reporting period Dr. N. Kiysenko left the project and Dr. V. A. Stezhko was 
j^poinied as the new Direaor of BelAm Project Dr. Voronetsky resigned from the 
Epidemiology Group and was replaced by Dr. Bugiova. 

On the political scene a new Minister of Health was appointed: Dr. Igor Borisovich 
Zelenkevich. 

Activity of the Data Coordinating Center increased substantially, concentrating on 
selection of the cohort of 3,500 subjects from the middle dose groiq) (0.3 to 1 Gy) and 3,500 
from the low dose groi^ (below 0.3 Gy). All high dose individuals are automatically included in 
the cohort (at present 2,500 were identified from possible catchment of 7,800), Diuing May- 
June approximately 700 letters were sent out monthly inviting people to participate in the study. 

The screenitig center extended its operation hours to two shifts managing the processing 
of up to 20 individuals per day. The subjects are examined both in Pediatric D^)artmcnt (for 
children up to 16 years of age) and in the Adult clinic for those older than 16 years. During this 
period 301 cohort subjects were examined, 21 of which were referred for further study at the 
clinic in Aksakovshchina and 4 to Minsk Oncology Department 

Operations of the Central L^ratory w«re restricted due to the lack of reagents. 

Dosimetrists were refinii^ die interview form and developing a self-interview form for 
the children; these forms are now sent to their homes to help them prepare for the on-site 
interviews, otherwise the recollection is very poor on what happened “then”. Woric continued on 
estimation of the calibration factn* for the estunation of iodine activity as a function of the 
thyroid size and on mathematical models for H uman body phantom s 

II. UkrAm Thyroid Study. 

E>ue to the new laws passed in Ukraine imposing new taxation and customs fees on all 
imports, it b^ame necessary to register the project with the Agency for Reconstruction and 
Development of Ukraine in order to be relieved of the new taxation burden. Official exemption 
from taxes on equipment and suf^lies has now been received, and a means to transfer local 
support without taxation is being negotiated. 

The transfer of funds to VANAC occurred in late June; hence, no technical equipment 
could be delivered to the Institute of Endocrinology and Metabolism in Kiev, Ukraine. 

This will soon be remedied, however. 
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By borrowing computer equipment from other organuational units. Dr. Tionko was able 
to initiate activUy at the Data Coordinating Center. Dosimetry data were obtained from Dr. 
Likhtarev and initial steps were undertaken to establish a cohort 

Pilot examinatimis were on a small number of patients to evaluate the imrposed 

procedures, the paper flow, interview techniques aiul the responses of die candidates. 

m. UkrAm Leukonia Study 

Due to die fret that it was not possible to deliver equipment or si^iplies to the Research 
Center for Radiation Medicine in Kiev, Ukraine, no woric could be undertaken during this 
reporting period. Equipment and sipplies will be seent soon, however, now that the agareement 
with VANAC has been completed. 
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Status of the collaborative projects between Belarus-U.S. and Ukraine-U.S. 


25 Oct 96 

6 Dec 96 

23 Dec 96 

18 Feb 97 

18 Feb 97 


Official signing of the Protocol for the “Study of Leukemia and Other 
Hematologic Diseases Among Cleanup Workers in Ukraine Following the 
Chernobyl Accident”. 

Signing of the financial arrangement betsveen, the Center for Radiation Medicine, 
Kyiv, Ukraine and the National Cancer Institute, Bethesda Maryland for local 
financial support. 

Signing of the Interagency Agreement between Department of Energy and 
National Cancer Institute for the joint implementation of the projects 
“U.S./Belarus/Ukraine” on joint research on the biomedical effects of the 
Chernobyl reactor accident 

Interagency Agreement between the U.S. Nuclear Regulatory Commission and 
the National Cancer Institute entitled: “Study of Leukemia and Other 
Hematologic Diseases Among Cleanup Workers in Ukraine Following the 
Chernobyl Accident” 

Interagency Agreement between the U.S. Nuclear Regulatory Commission and 
the National Cancer Institute entitled: “Epidemiologic Studies of Radiation 
Induced Thyroid Disease in Belarus and Ukraine” 


In process Transfer of funds fi’om DOE to NCI 

7 Mar 97 Signing of Letter of Understanding for the extension of the period of the last 

agreement with the Belarusian Institute of Radiation Medicine and 
Endocrinology. 

7 Mar 97 Release of the RFP for support contract to NCI staff involved in U.S.-Belarus- 
Ukraine projects. 

1 0 Mar Draft of Proposal for equipment/supplies procurement and delivery to Department 

of Veterans Affairs Acquisition Center. 

Planning of the first meeting of Binational Advisory Group to be held in Kyiv and 
Minsk 


Bel Am Thyroid Project Update: 

Appointment of new Minister of Health, Dr. Igor Borisovich Zelenkevich. We met him 
on our last trip and had a satisfactory exchange of views. We were assured of his support for the 
project. 

Project reorganization: The project leadership was expanded ftom one based on a single 
institution to several rather independent Institutes that are responsive directly to the Ministry. 

Dr. Krysenko, one of the Deputy Ministers, continues to be in charge of the project. 


1 
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The potential of expanding the project to Gomel area is becoming more realistic. We 
visited this place and found it acceptable for our project, provided that internal organization will 
be established by the Belarusian authorities. 

Most of the originaily requested equipment (about 80%) is on site. The remaining 
requests will be processed as soon as the relationship with VA Acquisition Center will be 
established. 

During January the screening process began in Minsk. To date 58 patients have been 
entered. Various operational aspects are being modified based on the experience gained. 

Work continues on fmalization of various forms and operations manuals. 

Work on establishment of study cohort continues. 

Possible Problems 

Political instability in the country may lead to additional changes in personnel and even 
worsening of our relationship. 

The newly created organization has no track record; it will be more difficult to work with 
than with the old Institute. 

Gomel is needed for the expansion of the study; however, Japanese are actively involved 
in work diere. Some compromise/underetanding may have to be developed with Japanese to 
avoid double examination of cohort members, while assuring adequate data exchange. 

Several units (epidemiologists, dosimetrists, Data Coordination Center, and possibly 
Central Laboratory) may have to move to a new location. This may interrupt smooth flow of the 
operations before they are fully developed. 

UkrAm Thvroid Project Update 

Institute staff assigned to the project has been officially appointed. 

A list of 108,000 names from Chomobyl Registry has been received to be used in cohort 
selection. 

Initial shipment of computers was received by the dosimetrists. Other requests will be 
attended to as soon as we obtain a relief from taxes and customs which have been introduced 
recently by a new Agency for Reconstruction and Development (cf Below under “problems”). 

Forms and operations manuals based on Belarusian model are in developmental stage. 
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Initial contact with one of the principal raions in Kyiv Ohiast was made with a 
preliminary trip of a model mobile team to future screening site. 


Possible Problems 

Organization is still in formative stage. Additional personnel will have to hired, trained. 

The cohort is in very initial stages of its formation. Additional contacts with other 
registries to be made. 

There is basically no equipment yet on site that was required for the project. 

New Government regulations on taxation and customs of any goods delivered to Ukraine 
put a virtual stop on any deliveries until a waiver from these regulations is obtained. A mini-van 
which was delivered in December to be used in transporting mobile screening teams is still being 
held at the customs offices. 

UkrAm Leukemia Project Update 

This project is ready to start the operations. However, no equipment has been delivered 
to them to date. The same customs/tax problems are preventing us from sending any equipment. 


Financial aspects 

Funding for the leukemia project should be adequate to purchase all requests of first 
priority. There may be a shortage for the second and third priorities, if the estimated costs (based 
on commercial catalogues) are not discounted. 

Funding for the Ukrainian Thyroid Project should be adequate to cover top priority 
equipment and reagents for 1-2 years, depending on the final numbers in the cohort and the rate 
of cohort accession. 

Funding for the reagents for Belarus Thyroid Project should be adequate for 1-2 years; 
there may be some shortfall in providing all the desired equipment for the participating units. 
Even though we plan for extending the area of operations to Gomel Oblast, at this time we have 
no funds to equip them adequately. 
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TECHNICAL REPORT 
for the period 1 July 1997 to 30 September 1997 

■’Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (BelAm Project) and in 
Ukraine (UkrAm Thyroid Project)” 


Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 
DCB,NCI 

1 . BelAm Thyroid Study 

During this reporting period there were no changes in the project personnel. 

Weekly meetings were held with principal staff to review progress, determine directions 
for further work and correct any shoncomings. One of the recurrent issue concerns quality 
control measures wth which the staff seems to be struggling. An interim decision was reached 
to make the group leaders responsible for quality control wiihing their organizational entities. 

Work continued on establishment of the study cohort, preliminary location of identified 
study candidates and assessment of the efficacy of current searches. During this period 2,776 
letters were mailed inviting proposed individuals to participate in the study. From the positive 
responders a schedule for visits to the screening center was developed. 

A total of 308 subjects were examined by the screening center during this period; seven 
thyroid cancers were identified, two of which were discovered for the first time. Central 
laboratory collected urine and blood specimens and performed analyses until they ran out of 
reagents. The remaining samples were frozen for future analysis. 

Work continued on revision and updating of the Manual of Operations and on the 
multitude of study forms. Training of select personnel for future employment in the screening 
program was continued. 

Data Coordinating Center participated in coordination of the paper flow, development of 
additional forms and software for handling the incoming hard copy data. Close cooperation with 
epidemiologists assured proper development of the cohort and search for individual candidates 
for the study. 

Dosimetrists carried out interviews of all the subjects that were screened and prepared 
revised estimates of thyroid doses for 30 of those subjects. 
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2. UkrAm Thyroid Study 

In spite of intensified efforts, no equipment or supplies have reached the Institute of 
Endocrinology and Metabolism during the past quarter. Therefore, no work could be initiated in 
the areas of screening and clinical laboratory determinations. Most of the activities centered on 
the organizational aspects of the Data Coordinating Center and Epidemiology where the staff 
worked with two borrowed work stations in minimally furnished rooms. Work continued in all 
sections on development of the Manual of Operations, and on various forms and questionnaires. 

A program was developed for the selection of preliminary cohort of 20,000 individuals: 
10,000 of subjects with thyroid dose higher than 1 Gy, and 5,000 each of persons with doses in 
the range of 0.3 to 1 Gy and lower than 0.3 Gy. Personal data on 44,000 individuals from the 
Institute s computer database (Dr. Kravchenko) have been received and arc being processed. 

In a preparatory fashion, pilot examinations of selected cases were carried out testing the 
flow pattern as the patients are examined at different stations, the handing of the paperwork, 
completion of questionnaires and of the interviews, etc. 

In preparation for mobile operations later this year (work in Oblasts outside Kyiv), four 
teams were trained and certified for this work. Materials were prepared to used in publicizing the 
study through radio, newspapers and lectures to be presented by the Institute staff. 

The pathology staff continued to collect pathological material from all patients bom after 
1968 from oblasts targeted for cohort selection. Material is being stored for possible use when 
the study gets under way and some of these individuals may fall into the screening group. Then 
their data will already have been captured. 

Dosimetrists participated in development of programs to facilitate the input of the 
questionnaire results into computerized database. Information was collected of direct thyroid 
dose measurements in pregnant women searching for useful records to study the question of in 
utero exposure. Some individuals were measured more than once, so correction techniques had 
to be developed for proper dose estimates from such data. 
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TECHNICAL REPORT 

for the period from 1 July 1997 to 30 September 1997 * 

“Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chernobyl Accident (UkrAm Leukemia Project)” 

Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 

DCB,NCI 

30 October 1997 

As stated in the financial report, the funds for this project were transferred fium NRC 
through the NCI to VA National Acquisition Center (VANAC) only at the end of June 1997. 
During the summer months the staff at VANAC, in close interactive communication with NCI 
and our consultant Dr. Everett Mincey, were working hard to contact prospective suppliers to 
obtain quotes on the desired equipment and supplies. The requests made by our Ukrainian 
colleagues were based in some cases on outdated catalogs and were not precisely stated to permit 
specific orders to be placed. Therefore, it was only in September 1997 that individual orders 
were placed with various vendors and funds were committed for these purchases. No equipment 
or supplies have reached the Research Center for Radiation Medicine until October. Even then, 
due to the very tight laws governing release of such goods from customs fees and taxes, it took 
weeks before specific items began to arrive at the Center. At our last visit. Dr. Romanenko, 
Director General of the Center and Leukemia Project Director, made a decision to start the 
project operations on the first of November, 1997. We accepted his proposal and are looking 
forward to the constant arrival of the ordered equipment and supplies as well as to the 
implementation of the project itself. 
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TECHNICAL REPORT 

for the period 1 October 1 997 to 3 1 December 1 997 

“Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (BelAm Project ) and 
in Ukraine (UkrAm Project) 


Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 
DCB, NCI 

1. BelAm Thyroid Study 

Dr. Elena Buglova was appointed head of the epidemiologic section replacing Dr. 
Voronetskiy who left the project several months previously. The space became more constricted 
as the “imminent” move to some other location loomed on the horizon. 

Weekly meetings of the staff continued on a reasonably constat rate with seemingly a 
positive effect, more understanding among various components and better managerial grasp on 
the operations. One of the hotter topic s^pears to be the extension of screening activity to Gomel 
Oblast; the question remains at this time whether a second center will be established there or just 
a branch with token liaison representation, while the work will continue to be directed from 
Minsk center. 

Increased attention was noted in the area of cohort establishment, especially after arrival 
of Dr. Buglova. Over 3,000 addresses were entered on the computer and as many invitation 
letters sent our with over 1,000 replies being received from the filed. Overall to this date over 
2,200 consents were obtained in the center and only 32 refusals to panicipate in this project. 

615 subjects were examined during the quarter with a yield of 95 di^noses of which 11 
were cancers, 74 various goiters, die rest thyroiditis and miscellaneous disabilities. The 
hormonal tests were still inadequate because the control and titration reagents were not supplied 
by Abbott in spite of repeated attempts of the VANAC staff to assure delivery. Majority of 
patients exhibited moderate to severe iodine deficiency. 

The Data control Center staff worked on cleaning up various forms, at attempts to 
introduce stricter quality control measures and on analysis of the failure of such controls. 

The operations manual was completed and the material was being translated. 

The dosimeirists were involved in carrying our the individual interviews designed to 
elucidate recollections of food intake, residential characteristics, movement, use of preventive K1 
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etc. 6 1 5 subjects were interviewed during Sep-Dec period (1281 during the 1997 period). The 
biggest problem was that the majority of available interviewees were children below 7 years of 
age at the time of the accident with poor recollection. Forms were sent to the homes of 
prospective candidates soliciting cooperation of the parents in preparing the answers, but the 
success was mixed at best. 

The screening group, along with the epidemiologists began to contemplate possible 
adaptation of mobile teams to allow them to reach outlying areas from which many would 
volunteer for the project but could not afford trips to Minsk and either refused or did not bother 
answering the invitation letters. 

Dr. Cherstvoy continued being incapacitated after his stroke, so the pathology operations 
were not optimal. The service is being run by his primary assistant with Dr. Cherstvoy’s part 
time attendance. 

2. Ukr Am Thyroid Study 

In sopite of the fact that most of the desired supplies and equipment wsis ordered in the 
last days of the FY 1997, little beyond the few used computers from NCI have reached the site. 
As the result, a lot of preparatory paper work was going on along with some informational trips 
into the country (principally the Ivankiv raion) in anticipation of impending activity. In contrast 
to Belarus, the project in Ukraine will be predominantly based on mobile teams traveling to 
different center reaching out for the projected cohon members. 

In Ivankiv data was now obtained on 737 cohort members by means of the search of 
registries as well as cooperation of the local paramedical staff (feldtchers). Arrival of the few 
computers made it possible to equip the DCC/epidemiology office using also used local 
furniture. 

Work continued on the Operations Manual and translation has begun so that by the next 
quarter it would be available for comments, and eventual implementation. 

The pathologist working in this project continued collecting pathological materieii on 
patients being treated at the Institute hospital. Although there must be other centers where 
thyroid problems are being taken care of (for one the children hospitals), this Institute should be 
the referral center for all thyroid disorders 2 Lssociated with the Chomobyl accident. Work on 
pathology formes has started and this might be the first area in which the Kiev staff beat the 
Minsk colleagues. 
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Darker columns represent figuress for the 0-14 years age group 


Work of UkrAm Pathologist; not for distribution; unofficial information only. 
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in Patients (O-isatthe moment of accident) if) Ukraine 



sa '34 33 33 30 9S 34 93 


• preliminary data 3.04-.98 


Work of UkrAm Pathologist; not for distribution; unofficial information only. 



TECHNICAL REPORT 

for the period of 1 October 1997 to 3 1 December 1997 

‘‘Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chomobyl Accident (UkrAm Leukemia Project)" 

Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 
DCB,NCI 

Except for a few used computers, it was not possible to deliver the expected supplies and 
equipment to this project before the end of the year. As a result, the project could not be 
implemented fully until the last few weeks. Most of the work was preparatory in nature, i.e., 
development of the.cohott, assessment of possible comparison of the several ways of dose 
estimation (biological and physical dosimetry) and excursions into the field in preparation for the 
upcoming screening operations (Dnipropetrovsk). 

There were no changes in personnel, but a move was anticipated of several units before 
too long. This will introduce some strain and getting used to new facilities. 


In spite of these difficulties, the project was officially started on 1 November 1 997. 
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Status of JCCCXRS Projects Co-Sponsored with NCI and NRC 
as of October 20, 1997 


Ihor Masnyk returned from site visits to Ukraine and Belarus on October 20. 1997 A trip report 
will be available within two to three weeks. Dr. Masnyk and the team reviewed the three projects 
(Belarus thyroid. Ukraine thyroid, and Ukraine leukemia studies). 

.\s a result of the scrutiny concerning the results of the Nevada Test Site, Bruce Wachholz has 
been busy responding to Congressional and intra-agency inquiries. Congress wants to get CDC 
involved in radiation effects research sponsored by NCI. 

NCI selected Columbia University as the new scientific support services contractor on 
September 30. A kick-otf meeting is planned now that Dr. Masnyk has returned from travel to 
Ukratne and Belarus. 

Dr. .Masnyk reported that the Veterans Adminrstration National Acquisition Center (VANAC) is 
in place and working well. NCI chose VANAC to replace LLNL when LLNL discontinued the 
duties of the purchase', shipment, and delivery of equipment and supplies on the JCCCNRS 
smdies. VANAC has purchased equipment and is now trying to coordinate dettveries. 

The Belarus thyroid study now has 700 cases on record (since January 1, 1997). To date, all of 
these patients are from .Minsk. This means that 700 of the 15,000 cohort have been screened for 
thyroid cancer using ultrasound. The study is doing well, except that researchers are ruruting out 
of reagents and supplies and there appear to be some difficulties tracing the cohort due to 
infrastructure problems. .Although 20 to 30 patients per day are scheduled, only half keep their 
appointments. This is attributed to problems with locating the cohort and mail delivery. Letters 
are not delivered, phone calls are necessary It is difficult to track people In addition, access to 
dosimetry records is difficult because Moscow has the records. 

Ukraine appears to be better organized in terms of mail delivery. Records are available in the 
health system. The names and original addresses are available for searching. However, progress 
has been hampered by the absence of reagents and supplies. Now that VANAC is operating, it is 
anticipated that patients w ill be examined within the next 3 to 6 months for the thyroid study and 
by April for the leukemia study. By then, the necessary reagents and supplies should be in place. 
Within the last six months, there were some trial runs with patients. Meanwhile. NCI is setting up 
agreements with a New York firm to handle the wire transfer payments to Ukraine. 
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TECHNICAL REPORT 
for the period 1 January 1998 to 31 March 1998 

“Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (Bel Am Project) and in 
Ukraine (UkrAm Project) 

Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 
DCB, NCI 

1. BelAm Thyroid Project 

Dr. Sergei Melnov has joined the project staff with responsibilities for liaison with 
American members of the project, ordering supplies and equipment and communications with 
NCI staff. He seems K> have replaced Dr. Michael Orlov who left on vacations towards the end 
of last year and has not been heard of 

The “imminent” move of the Instimte to another location still hangs over us but at this 
time only shifts within the building have occurred resulting in somewhat cramped quarters. The 
fate of the staff working in the dispensary and clinical laboratory n\may be the same, but the time 
for a move and the location are not yet known. 

Reagents are OTving gradually and new requirements are placed on us. There are still 
shortages, but the most crucial sxqjply of reagents for hormone analysis has been solved. New 
problems will arise with introduction of mobile teams for outreach of patients that carmot make it 
to the Minsk dispensary for their examinations. 

The screening process continues satisfactory for the present time. About 200 cases are 
seen monthly. Effort is increasing to expand the catchment area and intensify the effort of 
notificatioa and follow up on response failures. The forms are undergoing what is seen as final 
adjustments and the hard copies are being converted to computerized data base. 

2. UkrAm Thyroid Study 

The infrastructure is ready for field work. The problems still exist in delivery of 
computers to the DCC and epidemiology sections. This will slow dos\down the overall 
operation but will not stop the staff from the plaimed excursions into the field. The actual 
screening should start in the next quarter. The cohort has been selected from the available 
registries and invitations are about to be sent out. 

A positive development occurred early in the quarter when the Ministry of Health showed 
increased interest in the project. Meetings with the staff will be held routinely chaired by the 
Deputy Minister; letters of invitation to participate are signed by the Minister and efforts are 
under way to allow the candidates to attend screening session by permitting them to take time off 
fi'om work or school. This support from the highest levels of Ministry of Health should have a 
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very positive effca on the study. 

The manna! of operations and all the necessary forms have been developed and 
translated. 

A contract was signed with the Science and Technology Canter for Ukraine to act on NCI 
behalf as the agency for transferring local support funds to the Project. We are approaching final 
steps of resolving this very complex issue. As a result the project will receive funds free of ail 
taxes. 


Difficulties continue at the customs clearance level. The supplier do not always provide 
proper invoices and this slows down the clearance procedures releasing the recipients fi-om heavy 
taxes placed on any imported goods. Presently there still exists a problem of “attestation” of any 
clinical or computer instrumentation, but the locals find various ways of handling it. We cannot 
do anything about it. 
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TECHNICAL REPORT 

for the period of 1 January 1 998 to 3 1 March 1 998 

“Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chomobyl Accident (UkrAm Leukemia Project)” 

Submitted by: Ihor J. Masnyk, PhD 

Radiation Effects Branch 
DCB, NCI 

The flow of the requirttl equipment and supplies continues to be abominable. The 
various new regulations and the unwillingness of Eastern European companies to sell on the 
post-payment basis created a nightmare of paper work requiring assurances that payments will be 
made, shifts in the delivery dates, led to arguments with various branches of the supposedly 
American company Computerland, etc. As a result the necessary equipment is still unavailable 
to the staff, slowing down even the greatest enthusiasts in their attempts at getting the project 
going. 


Addition of some personnel to the VANAC staff and more effective management si:^>port 
gives me a sense of feeling that things will improve soon and before too long all the ordered 
goods will arrive safely in Kyiv. 

Otherwise there exists a “status quo” as of the last quarter report. 
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TECHNICAL REPORT 
for the period I April 1998 to 30 June 1998 

“Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (BelAm Thyroid 
Project ) and in Ukraine (UkrAm Project) 

Submitted by: Dior J. Masnyk, Ph.D. 

Radiation Effects Branch 
DCB, NCI 

I . BelAm Thyroid Project 

Official Progress Review Site Visit took place 7 June-1 1 June 1998. The NCI core 
group was accompanied by the usual team of advisers as well as by new personnel from the 
Columbia University support contract providing a fresh insight to the project.There were no new 
appointments in the organization during the past quarter. The move to another location 
continued to be “imminent”, vdiile the staff of the Institute continues working in cramped 
quarters. The clinical moiety of the group is still operatii^ in the old Dispensary but they too are 
scheduled to relocate to a new location. Exact time for this could not be established. 

A disturbii^ development surfaced during this visit between the screening group and the 
Data Coordinating Center (DCC) staff concerning the data entry operations. About 2,700 
subjects have been screened, but there was a large backlog of unkeyed records in the Dispensary 
vdiere the screening is taking place. There seemed to be a “turf battle" between the Dispensary 
and the DCC that was re^nsible for the backlog. Operating procedures call for keying on site 
as much as possible, but the DCC will have to employ some of its resources to help reduce this 
backlog. Until the data are on the computer BelAm is in no position to prepare the reports diat 
should now be available. Partly because the observations have not been entered in the computer 
many quality control procedures, which are computer-dependent, have not been activated. There 
are complaints about the completeness of many study forms. In a large open meeting with the 
staff these matters were explored and their resolution should be under way. 

Locating the study cohort subjects chosen from the list of children with measurements of 
thyroid radioactivity in 1986 is proving difficult. Substitute can be found for unlocated subjects 
in the lower dose group, but not in the important high-dose range (>lGy) unless the Brest sample 
can be accessed. 

An interesting development was reported to us as we were leaving, namely, the thyroid 
hormone analysis apparatus - the IMX fejm Abbott - broke down and the repairs would cost 
around $4,000.00. At present we are trying to determine v4iether Abbott will take care of this. 
We never bought this equipment; on the strength of ordering reagents from the, Abbott supplied 
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US with the instrumoit 

Airival of equipment and supplies is not as complicated as in Ukrairw. but fram time to 
time, the documentation from the vendors is inadequate from the point of view of the customs 
officials and we have to write explanatory letters. 


2. UkrAm Thyroid Project 

The Progress Review Site Visit preceded the Minsk Trip (3-6 June 1998). Like in the 
case of the BelAM project the US team was augmented with various specialists from the 
Columbia University support contract Organizationally, there were no changes in personnel 
during this quarter. 

Monthly meetings with the representatives from Ukraine’s Ministry of Health'continued 
and their interest seemed to have a positive effect on the staff. 

As in Belarus, the investigators in Ukraine are having difficult locating members of the 
cohort. Fortunately, the numbers potentially available are much larger and the implications, 
therefore, less critical, provided that steps can be taken to minimize bias associated with the 
selection of those most readily available for study. The. effort to locate subjects has brought to 
light the apparently poor record-linkage procedures available at the national Chomobyl registry 
where much of the addresses information must lie. It is hoped that Professor Geoffrey Howe, an 
expert in record linkage by computer, may be able to improve this situation. Also, until now. the 
Registry has not had the computing power it really needs. The recent arrival of computer 
equipment should alleviate this problem. 

After some last minute technical difficulties, the local support funds were fmally 
transferred to the STCU accounts and the Institute staff received individual allotments for the 
past two quarters. 

Reagents and equipment continued to arrive. Clearance through the customs varied. On 
one hand timely notification by us of their arrival to the Institute and the Agency for 
Reconstruction imd Development facilitated the process of clearance; the customs officials, on 
the other band, were often requiring clarification of various points. For example a microscope 
was purchased and its anticipated arrival reported. However, the vendor identified all individual 
component parts on the invoice rather than just stating that it is the microscope. This then 
needed to be verified by us before the customs officials released the instrument. 

On the positive side, ail the computers, FAXes, printers and copiers along with the 
necessary supplies, programs and some services ordered through Computerland-Kyiv were 
delivered towards the end of June and cleared through the customs. 

Technical quarterly progress report for this quarter has not yet been received as of this 
writing. As soon as it arrives, it will be forwarded to NRC. 
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TECHNICAL REPORT 
for the period 1 April 1998 to 30 June 1998 

“Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chomobyl Accident (UkrAm Leukemia Project)” . Pilot Phase 

Submit^ by: Ihor J. Masnyk, Ph.D. 

Radiation Effects Branch 
DCB, NCI 


The official Project Review Site Visit was held during 1 6-2 1 May 1 998 week with a short 
follow up session during the Jime trip to the Institute of Endocrinology and Metabolirin (UkrAm 
Thyroid Project). Again the Columbia contract personnel woriced closely with the NCI staff on 
this occasion. The May visit was preceded by a conference in Paris between the NCI and the 
French histitute of Nuclear Protection and Safety (IPSN) stalf. The summary of this session is 
at^hed. 

The highhght of this visit was a field trip to Drupropetrovsk and Kiyvyi Rih Medical 
facilities wdicrc the study subjects will be enrolled. While the clinical and epidemiologic 
representatives traveled south, the dosimetrists worked with their counterparts in Kyiv. The 
summary of the Dnipropetrovsk-Kryvyi Rih visit is attached. 

The flow of reagents and equipment increased markedly during this quarter and the 
problems with the customs were, if anything, even greater than those experienced by the UkrAm 
Thyroid Project staff. However, it was partially due to a lesser involvement of the Center 
representative that led to some unnecessary delays. In both locations the difficulty often arose 
fiom die fact that various vendors who shipped directly to Kyiv did not include the simple 
statement on the invoice: ‘Technical assistance for joint Ukraine-USA Studies”. 

As in die case of the Institute of Endocrinology and Metabolism, all computers, copiers, 
FAXes and printers and accompanying supplies ordered through the Computerland-Kyiv have 
been reedved towards the end of June. The still outstanding orders of specialized equipment are 
on track. 

The big concern of ours is tb^ relocations are planned for several teams from the 
Sviatoshyn site of the Center of Radiation Medicine to various less satisfactory locations. This 
will affect the epidemiologists and dosimetrists primarily and will undoubtedly set them back 
during the summer months because the new facilities will have to undergo construction changes. 

Technical report for the quarter is attached. 
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Reporting Requirement on Interagency Agreement No. Res-97-001 
^^Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (BelAm Thyroid 
Project) and in Ukraine (UkrAm Thyroid Project)” 

And 

**Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chomobyl Accident” (UkrAm Leukemia Project) 

Submitted by: Ihor J. Masnyk, Ph.D. 

Radiation Effects Branch 
DCB, NCI 


FINANCIAL REPORT 
For the period I April 1998 to 30 June 1998 

Based on the reports from Veterans Affairs National Acquisition Center, the expenditures 
for equipment, supplies, shipment and service fees have been tabulated by Projects, categories 
and costs. Tables are £q)pended. Oveiall, during this past quarter most of the processed orders 
were delivered to Belarus and Ukraine and cleared from customs. The remaining non-delivered 
orders involve specialty productions which, although on track, have not reached the recipients as 
of this writii^. 

We anticipate a “steady state” procurement of consumables and replacements during the 
last quarter under the current Interagency ^reement. It should be noted that there appear to be 
enough funds for the UkrAm Thyroid project and only limited funds in BelAm Thyroid and 
UkrAm Leukemia projects. The leukemia activity should be adequately covered for the 
remaining period of the pilot phase; new funds must be allocated if the study should be extended 
to a full, long-term project The Belarusian thyroid project is in need of additional funds, 
especially if the anticipated expansion to the Gomel area is to be undeitakeiL The R£B staff is 
currently searching for additional fruids. 
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GENERAL MANAGEMENT STATUS REPORT 
for the period 1 October 1 997 to 3 1 March 1 998 

Submitted by: Ihor J. Masnyk 
REB,DCB 
24 April 1998 

During the preceding six months the principal attention was directed towards fmaliration 
of the transfer of fiinds &om NRC through NCI to VANAC for purchase of equipment and 
supplies for the three projects being managed by REB staff. 

In September massive orders were placed for the sorely needed items in Belarus and 
Ukraine; before September there was a hiatus of over a year during which no materials was 
delivered to any of our projects while arrangements were under way for the transfer of funds 
from LLNL to DOE to NRC to NCI to VANAC. 

The support contract with Columbia University was signed during the last days of FY 
1997. In November the first post-award site visit was performed by the PO and CO from NCI to 
Columbia facilities where we met with all investigators proposed for this work and discussed our 
general plans for the utilization of this contract. The facilities were toured and administrative 
details discussed with the staff A briefing conference was held in Bethesda for the individuals 
from Columbia contract who were to participate in the visit to Ukraine and Belarus thyroid 
projects. It was well attended and Dis. Beebe, Briif Bouville, Robbins, Mincey, Mitchell, 
Wachholz and Masnyk shared their insights and experience with the Columbia staff. 

Two program review visits were made during the six months to all three projects (BelAm 
thyroid, UkrAm thyroid and UkrAm leukemia) to review the progress and plan activities for 
next quarter. In Belaras clinical examinations have begun and the project proceeds on a modest 
scale. With proper scale-up, use of proposed mobile teams and possible extension to Gomel 
(which will require additional funding), the Belarusians should be able to fulfill the protocol 
requirements. In Kyiv, due to unexpected delays in procuring the necessary equipment and 
supplies corresponding delays were encountered in both the thyroid and leukemia projects. Both 
should begin their programs during the next quarter. 

Evidently, the massive ordering of supplies and equipment overwhelmed the VANAC’s 
staff and an even flow of the required goods id not materialize. Many of the companies they 
dealt with did not respond sufficiently rapidly and the governmental procurement regulations 
slowed down the process of procuring through European companies. However, early this year 
situation began to improve and a continuous flow of the goods ordered last year w-as finally 
established. 

New problems surfaced with enactment of new Ukrainian laws on taxation of all 
imported goods. Both Ukrainian projects had to be registered with the Agency for 
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Reconstruction and Development of Ukraine to become tax-exempt institutions. This still left 
the task of clearing every shipment with the customs offices which simply introduced another 
bureaucratic clearance level and accompanying delays. 

Analogous problems occurred in the area of transferring ftmds for local support to the 
collaborating staff. After several months of negotiations with the Science and Technology 
Center for Ukraine, NCI became a partner of that organization and a contract was signed with 
the Center for the distribution of tax-free stipends to particifating staff in both Ukrainian 
projects. 

No such difficulties surfaced to the same level in Belarus as yet. 

During this period financial arrangements were ren^otiated for continued support to the 
Belmus and Ukraine thyroid projects. 

One meeting of the US-French Technical Steering Committee was held in preparation for 
the site visit to Ukraine. The French IPSN donated $250,000 for purchase of equipment and 
supplies for the leukemia project and French representatives began to attend with NCI staff the 
leukemia program review session in Ukraine. 
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SCEENTIFIC SUPPORT FOR THYROID AND LEUKEMU STUDIES 


1 . CQUIMBUI 




A. School of Public Health 


^idemioiog]' 
Biostatistics 
Data Management 


B. Faculty of Medicine 
(Cancer Center) 


Endocrinology 

Ultrasonogiaphy 

Cytology 

Clinical Laboratory Management 

Hematology 

Padiology 


C. Faculty of Medicine Radiology 

(Center for Radiological Research) Biological Dosimetry 


2 . OUrVERSTTY OF OTAH: 


Center for Allied Dosimetry 


Physical Dosunetry 
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SCIENTIFIC SUPPORT FOR THYROID AND LEUKEMU STUDIES: PERSONNEL 


Epidemiology 

Biostatistics 

Data Management 

Endocrinology 

Ultrasonogi^hy 

Cytology 

Clinical Laboratory Management 

Hematology 

Pathology 

Radiology 

Biological Dosimetry 
Physical Dosimetry 


G. Howe, Principal Investigator 
D. Burch 

D. Heiqan 

D. Heiqan 
GR. Howe 

R McConnell 

(J. Fayter) 

E. Greenebaum 

D. Fink 
R Reiss 

(A. Matsushima) 

C. Medvedovsky 

B. Worgul 

C. Geard 

T. Straume (Univ. of Utah) 

E. Haskell (Univ. of Utah) 

T. Straume (Univ. of Utah) 
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Examinatioa Schedule 


1. Examinations carried out in fixed centers and mobile units. 


2. Schedule: 

palpation, laboiatory tests (ionized calcium, thyroid stimulation 
hormone (TSH), urinary iodine), ultrasound, and 
epidemiology/dosimetry questionnaire. 

3. Further evaluation: 

A. If nodule found, fine needle aspiration biopsy performed on all suspicious 
nodules >S mm. 

B. If nodule suspicious for malignancy based on clinical, sonographic or 
cytologic findings, surgery performed. 
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Initial Pathology Rndings, Befaums 

Thyroid Cancer 30 

Suspicious for Thyroid Cancer 1 

Thyroid Adenoma I 

Nodular Goiter (st^taiy) 103 

Multinodular Goiter 8 

Diffuse Goiter 76 

Combined Goiter 1 

Autoimmune Thyroiditis 19 

Based on 1,981 examinations 
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Initial Pathology Findings, Ukraine 


Diffuse Goiter, Grade 1 48 

Difluse Goiter. Grade 2 3 

Nodular Goiter, Grade 1 9 

Multinodular Goiter, Grade 1 3 

Autoiinmune Thyroiditis 3 


Based on S29 examinations 
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rARAMETERS or UNERA RELATIVE SISK MOISL FOR THYROID CANCER 
ACUTE EXTERNAL EXFOSVRES TO GAMMA AND X-4tAY5 
BASED ON COMBINED DATA FROM 7 STUIHES (RON ET AL 1995) 

AS PROVIDED BY DR. L LDBIN, U.S. NATIONAL CANCER INSTTTDTE 
FEBRUARY 1995 


Parameter 


Estunate 


Main Effect (P) 12.4 per Sievert 

Age at Erqmsure, Years 
(multiplicative &aor): 

0-4 1.0 


5-9 0.6 

10-14 0.2 


Time Since Exposure, Years 
(multiplicative factor): 


<30 

1.0 

i30 

0.3 
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OBSERVED AMD “EXPECTED” EXCESS OF THYROID CANCER 
AMONGST CHILDREN EXPOSED TO ”'I 


Expected Values Calculated From Risks Based on Studies of Acute Do^ of 
External Radiatian 


■ ;Stady ~ 

Ohscreeg. " 

E]|iecteir^ 

Swedish diagnostic 

0.9 

20.3 

FDA 

2.6 

19.0 

Nevada Test Site 

2.6 

2.6 

Marshall Islanders 

4.8 

17.5 

Total 

10.9 

S9r4 


Estimated Relative Biological EfBciency 1 0.9/59.4 = 0.18 

*Excess Risk = 4.0/10* person years gray 
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Power to Detect Statistically Significant Dose Respome Relationship 



Belarus 

Vkr?ine 

Sample Size 

15,000 

50,000 


Relative Biological Effect: 



1.0 

99% 

99% 

0.33 

84% 

97% 

0.16 

64% 

84% 


Follow-up: 15 years 

Linear excess relative risk model 

a one-sided: O.OS 
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Ability to Discrimiiiate Amongst Relative Biological EQectiveness Factors 



Belaras 

Ukraine 

Sample Size 

15,000 

50,000 


Relative Biological Effect 


0.33 

0.1-1.6 

0.13-0.83 

0.16 

0.0-0.9 

0.06-0.46 

Follow-up: 30 years 

Linear excess relative risk model 

Expected 95% Confidence Interval 
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ATTACHMENT 

33 


CHERNOBYL CANCER STUDIES 

FUNDING FOR THE NCI-MANAGED CHERNOBYL STUDIES 

The attached tables present a breakdown of the funding contributed by the Nuclear Regulatory 
Commission (NRC), the Department of Energy (DOE), and the National Cancer Institute (NCI) in 
support of the U S. agreement with the U.S.S.R. to study the results of the Chernobyl accident. 
The Joint Coordinating Committee on Civilian Nuclear Reactor Safety (JCCCNRS) established 
several working groups to implement the agreement, including Working Group 7, whose mandate 
included studying the environmental transport of radiation and the health effects of the accident. 
The three Chernobyl cancer studies currently being managed by NCI were designed to implement 
some of the research identified by Working Group 7. A brief description of the tables follows. 

Table 1 shows that total funding of $1 1 .5 million has been spent to support JCCCNRS and the 
three epidemiological studies currently being managed by NCI from FY t990 through FY 1998. 

Table 2 breaks down the $5.2 million funding to support the JCCCNRS Working Group 7 by 
agency. 

Table 3 breaks down the $6.3 million total funding by agency between FY 1990 and FY 1998. 

This table includes funding from DOE, NCI, NRC, and IPSN of France. 

Table 4 breaks down the $757,000 in funding by agency (DOE and NCI) used to support the NCI- 
managed cancer studies between FY 1990 and FY 1993. 

Table 5 breaks down by agency the $5.5 million in funding provided between FY 1994 and FY 
1998. This table includes funding from DOE, NCI, NRC, and IPSN of France. 

Table 6 shows the percentage of each agency's funds that were spent between FY 1990 and FY 
1993 and between FY 1994 and FY 1998 by category of expenditure. 

Table 7 compares DOE's records of funding with NCI's records of the amounts available and 
spent each year from FY 1990 through FY 1998. 
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Chernobyl Cancer Studies 

How Funds Were Spent 


Category 

Funding 

Aaencv 

FY90-93 
% Soent 

FY94-98 
% Soent 

Equipment & Supplies - Thyroid 

NRC 

... 

100% 

Equipment & Supplies - Leukemia 

IPSN 

... 

100% 

Contractual Services (Other)' 

DOE 

77% 

54% 

NCI 

89% 

55% 

Columbia University Contract 

DOE 

... 

27% 

NCI 

... 

34% 

Travel 

DOE 

22% 

11% 

NCI 

10% 

6% 

Local Assistance 

DOE 

... 

7% 

Other* 

DOE 

1% 

1% 

NCI 

1% 

5% 


^Includes a support service contract which NCI had for foreign travel. We were 
unable to determine, within the timeframe allowed, exactly how much of this category 
was spent on foreign travel. ’ 

^Includes supplies and materials, transportation of things, and printing. 
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ATTACHMENT 

34 

DfPAKTMENT OF HEALTH Ei HUMAN SERVICES 


PuMic Health Sarviea 


National intotutaa ol Haattti 
National Cancar inattruta 
Bathasda. Marv<«>d 20M2 


Deconber 15. 1997 


Professor Nikolai D. Tronko 
Director, Research Institute of 
EndocrifK^gy and MeuboUsm 
69. \(/shgorodskaya Street 
2S2ll4Kiev 
Ukraine 

Dear Professor Tronko; 

It was a piea^re to meet vbith you and your senior staff while I was in Kiev last month. 

The meeting at the Science and Technology Center in Ukraine (STCU) was informative for all of 
us; it is encour^ing to learn that the services that the STCU can provide wfll hdp to solve dte 
problems associated with the reedpt of local financial assistance by die Institute for 
Endocrinology and Metabolism (lEM). It is e.'q>ected that you are respondiiq m the STCU with 
the necessary informvion so that the ^reement between the National Cancer Institute (NCI). 
STCU and lEM can be signed as soon as possible and that the Funding Agreement that you and I 
signed can then be implemented with no further incerrupcion of financial suppon. 

I cannot overemphasize, however, the importance of the message I conveyed co you at our last 
meeting - chat this is a critical time, and that the level of continued fiiture support will be 
determined by the level of progress that will be achieved by mid- 1998. With the arrival of 
computers and ocher clinical and diagnostic equipment, as well as die previous receipt of a 
vehicle, there should be no reason why rapid progress in the icnplemenianon of the project cannot 
be made. 

Although all aspects of the project are important, the highest priority, at the present time, should 
be given to the identification and location of the cohort. Unless an adequate cohort of subjects 
that will satisfy the objeaives of the project is identified and located, we will have difiiculty 
justifying continuation of the present joint study as we are under continued pressure to show 
results of our support. 1 would encourage you in the strongest possible terms, therefore, as we 
discussed in our meeting that over the next 6-8 months every effort be made to idendfy and 
locate the cohort. As we discussed, this must, if necessary, take precedence over ocher aspects of 
the project, even if personnel and financial resources must be reallocated to achieve this objeedve. 
It is therefore inial to stnicture your tasks and milestones in such a way that adequate staff time 
and effort can be devoted to this basic requirement. We can ail review progress on this matter in 
depth in February during the next visit of my colleagues, who will be pleased to provide you with 
any assistance that they con offer 
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P^e 2 - Professor Nikolai D. Tronko 

[f the cohort is not adequate and the objectives of the study, as defined in the protocol, are 
unlikely to be obtained, the NCI (togetho* with the Depammnt of Energy and the Nuclear 
Regulatory Cotnmission) will need to reassess its commitment to and suppon for cominuation of 
the current protocoL There is littie doubt that the lEM possesses the personnel and capability to 
cany out this projea if there is a commitment of project support, guidance and coordination by 
the senior management within the lEM. 

Please also accept and extend to our project colleagues our personal best wishes for the 
forthcoming holiday season, and may the new year be bri^ with promise and filled with personal 
and professional accomplishment 

Sincerely. 

Bruce W. Wachholz, Ph.D. f 
ChieC Radiation Effects Bnmch 

P S. I share in the concerns expressed above by Dr Wachholz. 

Jk~ } 

Ihor J. M^yk, Ph.D. ^ 

Special E;^rt 



DEPAJITMENT OF HEALTH &. HUMAN SERVICES 


Public Health Service 




National Institutes of Health 
National Career Institute 
Sethesda. Maryland 20692 


December 22, 1997 


Dr. V A. Stezhko 

BclAm Thyroid Disease Project Director 
Clinical Institute of Radiation Medicine and Endocrinology 
23 Masherova Street 
Minsk, Belarus 

Dear Dr. Stezhko; 

It was a pleasure to meet with you and the senior staff of the project while I was in Minsk last 
month, and to join with you in signing the Funding Agreement for continued financial support. 

Our meetings at both the Ministry of Health and the Clinical Research Institute of Radiation 
Medicine and Endocrinology (CRIRME) were candid and informative. I cannot overemphasize, 
however, the imponance of the message I conveyed to you at our last meeting - that this is a 
cntical time, and that the Ic'^el of continued future support will be determined by the level of 
progress that will be achieved by mid-1998. With the arrival of clinical and other diagnostic 
equipment and supplies, there should be no reason why rapid progress in the implementation of 
the project cannot be made. 

Although all aspects of the project are important, the highest priority, at the present time, should 
be given to the identification and location of the cohort. Unless an adequate cohort of subjects 
that will satisfy the objectives of the project is identified and located, we will have difficulty 
justifying continuation of the present joint study as we are under continued pressure to show 
results of our support. I would encourage you in the strongest possible terms, therefore, as we 
discussed in our meeting, that over the next 6-8 months every effort be made to identify and 
locate the cohon. This must, if necessary, take precedence over other aspects of the project, even 
if personnel and financial resources must be reallocated to achieve this objective It is therefore 
vital to structure your casks and milestones in such a way that adequate staff, time and effort can 
be devoted to this basic requirement. We can all review progress on this matter in depth in 
February during the next visit of my colleagues, who will be pleased to provide you with any 
assistance that they can offer 

If the cohort is not adequate and the objectives of the study, as defined in the protocol, are 
unlikely to be obtained, the NCI (together with the Department of Energy and the Nuclear 
Regulatory Corrunission) will need to reassess its commitment to and support tor continuation of 
the current protocol There is little doubt that the CRIRME possesses the personnel and 
capability to carry out this project if there is a commitment of project support, guidance and 
coordination by the senior management within the CRIRME. 
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Page 2 - Dr. V A. Stezhko 


Please also accept and extend to our project colleagues our personal best wishes for the 
forthcoming holiday season, and may the new year be bright with promise and filled with personal 
and professional accomplishments. 


Sincerely, 



BruceW. Wachhol 2 ,Ph.D. ^ 

Chief, Radiation Effects Branch 


P S I share in the concerns expressed above by Dr. Wachholz. 


Special Expert 
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DEPARTMENT OF HEALTH 8l HUMAN SERVICES 


Public Health Service 


National Institutes of Health 
National Cancer imtitute 
Bethesda. Maryland 20892 

22 July 1998 


TECHNICAL REPORT 
for the period I April 1998 to 30 June 1998 

•‘Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (Bel Am Thyroid 
Project ) and in Ukraine (UkrAm Project) 

Submitted by: Ihor J, Masnyk, Ph-D. 

Radiation Effects Branch 
DCB, NCI 

1 . BelAm Thyroid Project 

Official Progress Review Site Visit took place 7 June*l I June 1998. The NCI core 
group was accompanied by the usual team of advisers as well as by new personnel from the 
Columbia University support contract providing a fresh insight to the project-There were no new 
appointments in the organization during the past quarter. The move to another location 
continued to be “imminent”, while ttie staff of the Institute continues working in cramped 
quarters. The clinical moiety of the group is still operating in the old Dispensary but they too are 
scheduled to relocate to a new location. Exact time for diis could not be established. 

A disturbing development surfaced during this visit between the screening group and the 
Data Coordinating Center (DCC) staff concerning the data entry operations. About 2,700 
subjects have been screened, but diere was a large backlog of unkeyed records in the Dispensary 
where the screening is taking pl^. There seemed to be a “turf battle' between the Dispensary 
and the DCC that was responsible for the backlog. Operating procedures call for keying on site 
as much as possible, but the DCC will have to employ some of its resources to help reduce this 
backlog. Until the Hatii are on the computer BelAm is in no position to piq)are d»e reports thM 
should now be available. ?artly because the observations have not been entered in the computer 
many quality control procedures, which are computer-dependent, have n<K been activated. There 
are complaints about the completeness of many study forms. In a large open meeting with the 
staff friese matters were explored and their resolution ^ould be under way. 

Locating the study cohort subjects chosen from the list of children with measurements of 
thyroid radioactivity in 1986 is proving difficult. Substitute can be found for unlocated subjects 
in the lower dose group, but not in the important high-dose range (>lGy) unless the Brest sample 
can be accessed. 

An interesting development was reported to us as we were leaving, namely, the thyroid 
hormone analysis apparatus - the IMX from Abbott - broke down and the repairs would cost 
around 54,000.00. At present we are trying to determine vdiether Abbott will take care of this. 
We never bought this equipment; on the strength of ordering rei^ents from the, Abbott supplied 


I 
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US with the instnimenl. 

Arrival of equipment and supplies Is not as complicated ^ in Ukraine, but from time to 
time, the documentation from the vendors is Inadequate from the point of view of the customs 
officials and we have to write explanatory letters. 


2. UkrAm Thyroid Project 

The Progress Review Site Visit preceded the Minsk Trip (3-6 June 1998). Like in the 
case of the BelAM project the US team was augmented with various spcciedists from the 
Columbia University support contract Organizationally, there were no changes in personnel 
during this quarter. 

Monthly meetings with the representatives from Ukraine’s Ministry of Health'continued 
and their interest seemed to have a positive effect on the staff. 

As in Belarus, the investigators in Ukraine are having difficuln' locatir^ members of the 
cohort. Fortunately, the numbers potentially avail^Ie are much larger and the implications, 
therefore, less critical, provided that steps can be taken to minimize bias associated with the 
selection of those most readily available for study. The effort to locate subjects has brought to 
light the apparently poor record-linkage procedures available at the national Chomobyl registry 
where much of the addresses information must lie. It is hoped that Professor Geoflfrey Howe, an 
expert in record linkage by computer, may be able to improve this situation. Also, until now. the 
Registry has not had the computing power it really needs. The recent arrival of computer 
equipment should alleviate this problem. 

After some last minute technical difficulties, the local support funds were finally 
transferred to the STCU accounts and the Institute staff received individual allotments for the 
past two quarters. 

Reagents and equipment continued to arrive. Clearance through the customs varied. On 
one hand timely notification by us of their arrival to the Institute and the Agency for 
Reconstruction and Development facilitated the process of clearance; the customs officials, on 
the other hand, were often requiring clarification of various points. For example a microscope 
was purchased and its anticipated arrival reported. However, the vendor identified all individual 
component parts on the invoice rather than just stating that it is the microscope. This then 
needed to be verified by us before the customs officials released the instrument. 

On the positive side, all the computers, FAXes, printers and copiers along with the 
necessary supplies, programs and some services ordered through Computerland-Kyiv were 
delivered towards the end of June and cleared through the customs. 

Technical quarterly progress report for this quarter has not yet been received as of this 
writing. As soon as it arrives, it will be forwarded to NRC. 
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TECHNICAL REPORT 
for the period 1 April 1998 to 30 June 1998 

“Study of Leukemia and Other Hematologic Diseases Among Cleanup Woricers in Ukraine 
Following the Chomobyl Accident (UkrAm Leukemia Project)” . Pilot Phase 

Submitted by: Ihor J. Masnyk, Ph.D. 

Radiation Effects Branch 
DCB, NCI 


The official Project Review Site Visit was held during 16-21 May 1998 week with a short 
follow up session during the June trip to the Institute of Endocrinology and Metabolism (UkrAm 
Thyroid Project). Again the Columbia contract personnel worked closely with the NCI staff on 
this occasion. The May visit was preceded by a conference in Paris between tihe NCI and the 
French Institute ofNuclear Protection and Safety (IPSN) staff. The summary of this session is 
attached. 

The highlight of this visit was a field trip to Dnipropetrovsk and Kryvyi Rih Medical 
facilities where the study subjects will be enrolled. While the clinical and epidemiologic 
representatives traveled south, the dosimetrists worked with their counterparts in Kyiv. The 
summary of the Dnipropetrovsk-Kryvyi Rih visit is attached. 

The flow of reagents and equipment increased markedly during this quarter and the 
problems with the customs were, if anything, even greater than those experienced by the UkrAm 
Thyroid Project staff. However, it was partially due to a lesser involvement of the Center 
representative that led to some unnecessary delays. In both loc^ons the difficulty often arose 
from the feet that various vendors who shipped directiy to Kyiv did not include the simple 
statement on the invoice: “Technical assistance for joint Ukraine-USA Studies”. 

As in the case of the Institute of Endocrinology and Metabolism, all computers, copiers, 
FAXes and printers and accompanying supplies ordered through the Computerland-Kyiv have 
been ^ecei^«d towards the end of June. The still outstanding orders of specialized equipment are 
on track. 

The big concern of ours is that relocations are planned for several teams from the 
Sviatoshyn site of the Center of Radiation Medicine to various less satisfactory locations. This 
will affect the epidemiologists and dosimetrists primaiily and will undoubtedly set them back 
during the summer montiis because the new facilities will have to undergo construction changes. 


Technical report for the quarter is attached. 



709 


Reporting Requirement on Interagency Agreement No. Res-97-001 
“Epidemiologic Studies of Radiation Induced Thyroid Disease in Belarus (BelAm Thyroid 
Project) and in Ukraine (UkrAm Thyroid Project)” 

And 

“Study of Leukemia and Other Hematologic Diseases Among Cleanup Workers in Ukraine 
Following the Chomobyl Accident” (UkrAm Leukemia Project) 

Submitted by: Ihor J. Masnyk, Ph.D. 

Radiation Effects Branch 
DCB, NCI 


FINANCIAL REPORT 
. For the period 1 April 1998 to 30 June 1998 

Based on the reports from Veterans Affairs National Acquisition Center, the expenditures 
for equipment, supplies, shipment and service fees have been tabulated by Projects, categories 
and costs. Tables are appended. Overall, during this past quarter most of the processed orders 
were delivered to Belarus and Ukraine and cleared from customs. The remaining non-delivered 
orders involve specialty productions which, although on track, have not reached the recipients as 
of this writing. 

Wc anticipate a “steady state” procurement of consumables and replacements during the 
last quarter under the current Interagency Agreement. It should be noted that there appear to be 
enough funds for the UkrAm Thyroid project and only limited funds in BelAm Thyroid and 
UkrAm Leukemia projects. The leukemia activity should be adequately covered for the 
remaining period of the pilot phase; new funds must be allocated if the study should be extended 
to a full, long-term project. The Belarusian thyroid project is in need of additional funds, 
especially if the anticipated expansion to the Gomel area is to be undertaken. The R£B staff is 
currently searching for additional funds. 
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Jl,O^A nOBCAa y HopHo6KAb „AiKBi;jaTOpiB“ piSHHMH llLWIXaMH. OiHi nOTpanHAH CIOAH 3a nOKAHKOM 
ayuii, iHiuHx npHBCAH npo(}>eciHHi o6ob’b3kh a6o noBicTKa BiHCbKKOMary. IVlHKOAa CrenaHosHH 
CrenaHCHKo, KOAHuiHiH sacrynHHK toaobh KHiBCbKoro o6ABHKOHKOMy, npmxaB Ha MAEC 26 

KBITHB OAHHM 3 ncpiUHX CCpCA ACpJKaSHHX KCpiSKHKiB. HoMy AiCTdAaCb HaHCKAaAHima aiAflHKa 

saHMaTHCb cBaKyayieio, posceACHHBM aioach. Ocb bjkc Atcsm poKie aiAHTb bIh ripKHH 

a »iwRi naTonawM m raurv* 
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Department of Energy 

Washington. DC 20585 
May 8/ 1996 


BtfEMORANDUM FOR 
FROM; 


THE SECRETARY 


Tara O'Toole, MJD.i MF.H. 
Aasutaat Secretary 
EM^ronment, and H 




ES96-007806 


SUBJECT: 


ACnCiN: Approval of the 1995 Memorandum of Underst anding Between 
the Departments of Energy and Health and Human Services 


• In 1990. the Department ofEnergy signed a Memorandum of 
Understanding with the Department of Health and Human Services 
transferring the conduct of ongoing epidemiologic studies &om the 
Department ofEnergy to the Department of Health and Hu man 
Services. 

• The Memorandum of Understanding provides for an examination of the 
health effects of d^artmental operations on the workers and residents 

of nearby communities by an independent agency. 


RECOMMENDATION: j 
Ai^rov^ 



The original agreement, which remained in effect for five years, has 
Dowei^red. 

The Department of Energy and the Department of Heaim and Human 
Services wish to renew the Memorandum of Unders tanding f or an 

five yeats to continue epidemiologie studies of departmental 
operations by the Department of Health and H um a n Services. 


.«at you approve rign the attached Memorandum of Underst andin g 

the Departments ofEnergy and Health and Human Servims. 


Disapprove: 

Date: May 14, 1996 


Concurrence: 


Office of the Chief Financial Officei/Vivona/12/07/95 
Office ofEnergy Re8earch/Krebs/12/ll/9S 

Office of Environmental Maiiagenient/Grunibly/mO/95 „ „ „ , 

Office of Congressional, Public, and Intargovermnental AHairafWatts/l 1/20/95 
Office of Naval Beactora/DeMars/11/28/95 
Office of General Counsel/Nordbaua/12/ia/95 
Office of Defense Progranis/Reis/1/5/96 


0 
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MEMORANDUM OF UNDERSTANDING 
BETWEEN 

DEPARTMENT OF ENERGY 
AND 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 


Background 

in 1990. the Department of Energy and the Department of Health and Human Services 
entered into a five-year Memorandum of Understanding for the management and conduct 
of energy-related analytic epidemiologic studies relevant to Department of Energy 
operations. The Memorandum of Understanding also specified that the Department of 
Energy would conduct descnptive epidemiologic studies. The 1990 Memorandum .of 
Understanding resulted in the transfer of a number of ongoing occupational epidemiologic 
and environmental dose reamstruenon studies to the Department of H^th and Human 
Services. 

Since dtat time, the Department of Energy and the Department of Hedth and Human 
Services have coordinated their effons in studying the potential health effects resulting 
from nuclear weapons production activities. Occupational studies transferred to the 
Department of He^th <uid Human Services have now been completed and new studies are 
underway. Dose reconstruction projects that were transferred are still underway, and 
other environmental studies have been initiated. A new phase of this agreement has 
begun with the Department of Health and Human Services, which is conducting a 
program of independent, occupational and environmental research studies with funding 
from the Depanment of Energy. The Depanment of Energy has retained responsibilities 
for other health-related acnviiies. such as health surveillance of current and former 
workers and other Depanment of Energy programs designed to ensure the health and 
safety of Depanment of Energy workers and community residents. The Department of 
Energy and the Depanment of Health and Human Services will make every effon to 
ensure that activities conducted under diis Memorandum of Understanding and those 
conducted through other mechanisms are coordinated, non-duplicative. and supportive of 
a comprehensive research program. 

Purpose 

This Memorandum of Understanding replaces the 1990 Memorandum of Understanding 
and sets forth the guidelines for continuing the coordination between the Department of 
Energy and the Department of Health and Human Services for the energy-related health 
research program being conducted by the Department of Health and Human Services for 
the Department of Energy. The research under this Memorandum of Understanding 
focuses on the examination of health effects that may have resulted from past or current 
Department of Energy operations, including development and production of nuclear 
weapons and mareriais, envtronmenral management, and other nuclear energy-related 
research and development activities. The Depanment of Energy and the Department of 
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Health and Human Services through the Centers for Disease Control and Prevention may 
mutually agree in the future to extend health research to potential hazards resulting from 
non-nuclear energy production and use. 

The Office of Environment, Safety and Health, within the Department of Energy, is 
responsible for the coordination of activities conducted under this Memorandum of 
Understanding. Within the Department of Health and Human Services, the Centers for 
Disease Control and Prevention is the agency responsible for conducting this nuclear 
energy-related health research. Two Centers for Disease Control and Prevention 
components are involved in this effort. The National Center for Environmental Healdi 
conducts epidemiologic research in the communin' setting; the National Institute for 
Occupational Safety and Health conducts occupational health studies. 

This Memorandum of Understanding sets forth the authority, resources, and responsibility 
for the design, implementation, analysis, and scientific interpretation of research studies 
of the following populations: workers at the Department of Energy facilities: residents 
of communities near Department of Energy facilities; and other persons potentially 
exposed to radiation and other hazards relevant to nuclear weapons production and 
research. 

Prionn' will be given to those research areas that directly relate to assessing the health 
impacts of activities in and around Department of Energy facilities. This agreement is 
not meant to affect 'other Memoranda of Understanding and Interagency Agreements 
betw'een the Department of Energy and the Department of Health and Humarr Services 
or to preclude the Department of Energy and the Department of Health and Human 
Serv'ices from entering into Memoranda of Understanding and Interagency Agreements 
for other purposes. 

III. .Authorities 

A. The Dep'anment of Health and Human Services/Public Health Service has legislative 
authority under section 301(a) of the Pubhc Health Service Act (42 U.S.C. section 
241) and under the Occupational Safety and Health Act (29 U.S.C. section 669(a)) 
to conduct research into the health effects of a broad range of environmental and 
occupational hazards and to cooperate with other appropriate authorities in the 
conduct of such research. The National Institute for Occupational Safety and Health 
has authority to conduct health hazard evaluations (part 85) and other workplace 
investigations (part 85a) pursuant to 42 C.F.R. parts 85 and 85a. This statutory 
authority does not presently apply to the Depanmeni of Energy. A current 
Department of Energy initiative to accept the regulatory authority of the Occupational 
Safety and Health Administration may result in the future inclusion of the Department 
of Energy under 42 C.F.R. parts 85 and 85 a. 
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B. Pursuant to the Atomic Enetiy Act of 1954, section 3 la (42 U.S.C 2051a), and die 
Energy Reorganization Act of 1974, section i03(3) (42 U.S.C. 3813(3)). the 
Department of Energy is authorized to conduct, and to make arrangements for the 
conduct of, research activities relating to the protection of heaidi and die promotion 
of safety related to its research and production activities and the development of 
energy sources and utilization technologies. To achieve these objectives, the 
D^artment of Energy may, in addition to its own resources and programs, use the 
technical and management capabilities of other executive agencies having facilities, 
persormel, or other resources that can assist in carrying out such responsibilities. 
Atomic Energy Act, section 161 (42 U.S.C. 2201), Energy Reorganization Act, 
sechon I04(i) (42 U.S.C. 5814{i)), and die Economy Act of 1932, as amended 
(31 U.S.C. 1535). 

(V. Department of Energy Responsibilities 

A. Access to Depanment of Energy Data Sources 

Consistent with applicate law. including but not limited to the Priv^ Act 
(5 us e. 552a), Department of Energy regulations (such as 10 C.F.R. 745, 
10 C.F.R. lOOS.andlO C.F.R. 1 016-1017}, and contr^ts and agreements between the 
Department of Energy and its contractors, the Department of Energy will provide the 
Department of Health and Human Services access to necessary data and other 
documents for the management and conduct of health studies and programs, as 
described in this Memorandum of Understanding, including data on occupadonai and 
community exposure and environmental releases. The Department of Energy and the 
Department of Health and Human Services are jointly preparing a “Handbook for the 
Centers for Disease Control and Prevention Access to Department of Energy Sites and 
Records in Performance of Health Research and Related Studies” that shall be used 
as a reference guide to facilitate access to Department of Energy sites by Department 
of Health and Human Services investigators. The Depanment of Energy and its 
contractors shall continue to maintain documents, records, record systems, and other 
information sources for the conduct oP'epidemiologic research. Although the 
Department of Health and Human Services wilt be provided with access to relevant 
information and will possess copies of such data for use in its research, the data wH 
remain the property of the Department of Energy 

In 1995. the Department of Energy amended vanous Privacy Act systems of records 
to establish "routine uses” for Depanment of Health and Human Services-sponsored 
health studies. To the extent that existing regulations. Privacy Act systems of 
records, or contracts and agreements between the Department of Energy and its own 
contractors continue to inhibit disclosure of data held by the Depanment of Energy 
or Its contractors to the Depanment of Health and Human Services, or subsequent use 
and disclosure by the Depanment of Health and Human Services under section V.H., 
below, the Depanment of Energy will seek to revise as soon as practicable such 
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regulations, systems of records, and contracts and agreements, as necessary and 
appropriate, so as to permit such disclosure and use. Hie Depanment of Energy will 
also make every effort to ensure that all future agre^ents or contracts entered into 
by the Department of Energy governing data that may be relevant for studies to be 
conducted by the Department of Health and Human Services under this Memorandum 
of Undarstanding will permit use and disclosure of that data to die Department of 
Health and Human Services and its subsequent use under section V.H., bdow. 

To the e«cnt consistent widi the Federal Privacy Act, Department of Energy 
regulations and connrcts. and agreements between the Department of £ 00 * 0 ^ and its 
contractors, the Department of Energy will allow the Department of Health and 
Human Services personnel, contractors, grantees, and cooperative ^reement holders 
with appropriate security clearances, as necessary, acasss to all Department of Energy 
and Department of Energy-owned, contractor-operated facilities for the purpose of 
independently reviewing or collecting any health, medical, personnel, occupational 

■ exposure, or environmental information or samples that the Department of He^th and 
Human Services determines are necessaiy for conducting epidemiologic research 
under this Memorandum of Understanding. 

B. Classification of Documents and Security Clearances 

The Department of Energy and its contractors will continue to perfoiro classification 
reviews of document and data necessary for the Department of Healdi and Human 
Services to conduct the studies and programs described herein. Department of Health 
and Human Services personnel with appropriate security clearances will, in the course 
of conducting their epidemiologic smdies. review classified documents and data to 
determine those that will be needed to conduct epidemiologic research. The 
Depanment of Energy will, wherever possible, declassify or downgrade these 
documents and data for Department of Health and Human Services use. 

The Department of Energy will expedite appropnate security clearances for designated 
Department of Health and Human Services personnel or its contractor and graitees 
and. in accordance with Executive Order 12968, will accept, when possible, current 
Department of Health and Human Services security clearances, so that Department 
of Health and Human Services personnel with the appropnate level of clearance may 
examine classified documents and enter Department of Energy and Department of 
Energy-owned, contractor-operated facilities. 

C. Department of Energy Representation on Department of Health and Human Services’ 
Advisory Committee on Energy-Related Epidemiologic Research 

The Department of Energy will participate in the developm«tt of the Depaitm«it of 
Health and Human Services’ research agenda by having a Department of Energy 
representative serve as a non-voting member of the Depanment of Health and Human 
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Services' Advisory Commiaee on Energy -Related Epidemiologic Research that will 
provide advice to the Department of Health and Human Services in setting its 
research agenda and in conducting its research program. The Department of Energy 
will provide input to the committee on projects proposed under the I^morandum of 
Understanding and submit to the committee any additional proposals for projects that 
the Department of Energy wishes to see conducted under this Memorandum of 
Understanding. 

D. Office of Management and Budget/Congressional Submissions 

For fiscal years 1997-2000, the Department of Energy will forward to the Office of 
Management and Budget, for inclusion in the President’s budget, a request for 
resources necessary to support the approved research agenda for that fiscal year under 
this Memorandum of Understanding within funding constraints. For each fiscal year. 
Department of Energy and Department of Health and Human Services staff will meet 
to deiecmine ihe amount of funding required for support of this program. The 
Department of Health and Human Services will provide the Department of Energy 
with this information with sufficient lead time for the budget request process. The 
Department of Energy will notify the Department of Health and Human Services of 
the amount requested and, at the earliest opportunity, notify the Department of Health 
and Human Services of the amount to be transferred. 

E. Official Point-of-Contact 

The Department of Energy designates the following individual as the official point-of- 
contact for this Memorandum of Understanding: 


Name; 

Title: 

Address: 

Telephone: 


Tara O'Toole, M.D., M.P.H. (or successor) 

Assistant Secretary for Environment. 

Safety and Health 

U S. Department of Energy. Washington. DC 20585 
(202) 586-6151; Facsirmle: (202) 586-0956 


F. Naval Nuclear Propulsion Program 

Where applicable, the Director, Naval Nuclear Propulsion Program, will establish the 
necessary provisions with the Department of Health and Human Services for 
epidemiologic studies undertaken by the Department of Health and Human Services 
at Naval Nuclear Propulsion facilities and activities. 
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V. The Department of Healdi and Human Services Responsibilities 

A. D^artment of Heai& and Human Services Advisory Committee on Energy-Related 
Epidemiologic Research 

The Department of Healdi and Human Services will condoue to support its Advisory 
Committee on Energy-Relatfed Epidemiologic R^earch. This committee is chartered 
to provide advice to the Secretary of the Department of Health and Human Services 
in recommending research approaches and a research agenda and in conducting the 
research program as outlined in this Memorandum of Understanding. Mentb»s of the 
advisory committee will consist of representatives selected by the Secretary of the 
D^artment of Health and Human Services from non-Federai employees and will 
include research scientists, public health officials, representatives of public interest 
groups, and representatives of affected parries (e.g.. Native American Tribes, workers, 
community residents). Both the Department of Health and Human Services and the 
Depanment of Energy will have non-voting members on this committee. 

The Department of Health and Human Services Advisory Committee on Energy- 
Related Epidemiologic Research will provide advice and recommendaboos to dte 
. D^artment of Health and Hmnan Services on establishing a research agenda for 
studies to be conducted under diis Memorandum of Understanding. The Department 
of Health and Human Services Advisory Committee on Energy-Related Epidemiologic 
Research also will consider information and proposals from other agencies and 
organizations. A mechanism will be estadilished to ensure that die Advisory 
Committee on Energy-Related Epidemiologic Research considers the concerns of 
community residents. Native Americans, workers, and odier affected parties dirough 
the recommendations of the Centers for Disease Control and Prevention and the 
.Agency for Toxic Substances and Disease Registry's established site-specific citizens’ 
health elfecB subcommittees. 

B. Establishing the Research Agenda 

x- 

The Department of Health and Human Services will propose a research agenda to the 
.Advisory Committee on Energy-Related Epidemiologic Research for future fiscal 
years. The. Department of Eher©' will review the proposed agenda and present its 
comments to the Advi»jry Comminec on Energy -Related Epidemiologic Reseau“ch, 
including any additional research the Department of Energy wishes to have conducted 
under this Memorandum of Understanding. Comments will include an assessment of 
the priority to be given to each research project based on the Dep^ment of Energy's 
health research needs. 

The Department of Health and Human Services will then establish the final research 
agenda based on the recommendations of the Advisory Committee and will 
incorporate the agenda into a research plan, including timelines, for the conduct of 
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energy -related health research under this Memorandum of Understanding, and this 
plan will be provided to the Department of- Energy for review and comment. The 
audiority to finalize this research plan resides with the Secretary of the Department 
of Health and Human Services. . 

The plan will be revised each fiscal year to incorporate changes in the research 
agenda and to reflect changes in available resources in accordance with pmcedures 
described above. 

The Department of Healdi and Human Services will have responsibility for the 
conduct of a program of health studies, historical dose reconstruction, and exposure 
assessment studies. When the need arises, the Department of Health and Human 
Services and die Department of Energy may conduct energy-related health studies not 
specified in the research plan. Funds for such research must be in addition to funds 
allocated for the research outlined in the research plan, unless the use of such funds 
is agreeable to both parties. 

C. Conducting Research Activities 

The Department of Health and Human Services will have sole responsibility for the 
design, conduct, analysis, and scientific interpretation of studies and programs 
conducted by the Department of Health and Human Services, its contractors, grantees, 
or cooperative agreement holders under this Memorandum of Understanding. 

The Department of Health and Human Services will decide which studies will be 
performed intramurally and which will move to open-competition for all extramural 
research- The Department of Health and Human Services will develop a schedule for 
determining when continuing programs will be competed. The Department of Health 
and Human Services has the discretion to begin new intramural or extramural research 
consistent with the approved research agenda and resource availability. 

D. Procedures for Conducting Research ' 

The Depanment of Health and Human Services will employ established procedures 
for awarding research grants and contracts pursuant to Departmental regulations at 
45 C.F.R. part 74. These mechanisms include open competition, peer review, a 
competitive system for project renewals, and quality assurance for research in 
progress. The Department of Energy National Laboratories will be eligible to 
compete in this process along with other applicants to the extent permitted by law and 
Depanment of Energy policies. 

Intramural and extramural research will be conducted in accordance with established 
mechanisms for assuring scientific excellence through the peer-review process. 
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Representaoves of populations being studied shall be included in review panels for 
studies conducted under this Memorandum of Understanding. These panels will allow 
for public, worker, and Native American comment on the design and conduct of all 
studies. Results of the studies will be communicated based on a jomt communication 
plan being developed by the Department of Healdt and Human Services and the 
Department of Energy. 

E. Protection of Human Subjects 

1. Both the Department of Energy and the Department of Health and Human 
Services are committed to the protection of members of the public and die 
workforce from any risks that may be encountered in conducting research under 
this Memorandum of Understanding. To assure that cilians and woikets are duly 
protected, specific requirements, described in Section V below, for monitoring the 
conduct of this research have been formulated that must be followed by the 
agencies. 

The Department of Health and Human Services shall provide evidence satisfactory 
to the Deparmtent of Energy that each institution conductnig or managing researoh 
under this Memorandum of Understanding has provided the Department of Health 
and Human Services with written assurance tfiat such institutionfs) will comply 
with the requirements of 45 C.F.R. part 46, Protection of Human Subjects, and 
that such assurance, appropriate for the research in question, is on file widt die 
National Institutes of Health's Office of Protection from Research Risks and is 
approved for Federal-wide use by that office. 

2. The Institutional Review Board approval or determination of exempt status for the 
project protocol or plan must be received before data collection begins. The 
following project information shall be provided by the Department of Health and 
Human Services to the Department of Energy and to the Department of Energy's 
management and operating contractor for the Department of Energy site/facility 
involved: 

(a) .A membership list of the Institutional Review Board of record under which the 
project proceeds: 

|b) .A. copy of the Institutional Review Board's approval for each project, 
including evidence of any conditions imposed on or any unique circumstances 
of the researdt to be conducted; and 

(c) A completed copy of the Depanment of Energy Human Subjects Research 
Project Database forms for each project that has been approved by the 
Institutional Review Board’s review. Projects deemed exempt by the 
Institutional Review Board do not need to fulfill this requirement. 
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3. A separate document is being developed which will outline the roles and 
responsibilities of Department of Energy institutional review boards for studies 
conducted under this Memorandum of Understanding. The document is being 
developed with assistance from the Office of Protection from Research Risks 
within the Dq}utment of Health and Human Services and guidance will be 
provided separately. 

F. Department of Health and Human Services Data Sources 

The Department of Health and Human Services will be responsible for the 
management of all data collected by Department of Health and Human Services 
employees, its contractors, grantees, and cooperative agreement holders, including 
data obtained from the Department of Energy and its contraaors. Consistent with the 
Privacy Act, Department of Energy regulations, contracts and agreements with 
Department of Energy contractors, and section V.H., below, Department of Health and 
Human JServices personnel, contractors, grantees, and cooperative agreement holders 
with appropriate security clearances (N^en required to review classified information) 
vviir have access to all Department of Energy and Department of Energy-owned, 
contractor-operated facilities for the purpose of independently reviewing or collecting 
health, medical, personnel, occupational exposure, or environmental information data 
or samples that the Department of Health and Human Services determines are 
necessary for conducting the epidemiologic research. The Department of Health and 
Human Services shall Misure that any reviews of record systems containing personally 
-identified data, undertaken as a basis for study project/protocol development, are 
reasonably limited in scope and duration and that information collected is directed to 
preparation of forms and procedures for use in such project/protocol pian(s). 

G. Classification of Documents and Security Clearances 

Department of Health and Human Services personnel with appropriate security 
clearances will review documents and data necessary for the Department of Health 
and Human Services to conduct the studies and programs described herein. The 
Department of Health and Human Services will expedite completion of all necessary 
paperwork for appropriate security clearances to facilitate the Depanment of Energy’s 
clearance determinations for Department of Health and Human Services personnel, 
so that they may examine classified documents and enter Department of Energy and 
Department of Energy-owned, contractor-operated facilities. 

H. Use and Disclosure of Information 
Establishment of Privacy .^ct Systems 

The Depanment of Health and Human Services will maintain the necessary Privacy 
.Act System of Records for information provided to the Department of Health and 
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Human Services by the Department of Energy (or will include such information in 
Department of Health and Human Services’ existing Privacy Act systems). Before 
integrating Department of Energy data into a Department of Health and Human 
Services system of records, the Department of Health and Human Services will 
consult the Department of Energy ^out provisions of die system notice, including die 
routine uses, applicable to Department of Energy data in the- system. Before 
establishing a new or modifying an existing system of records for Department of 
Energy data, the Department of Health and Human Services will consult die 
Department of Energy Headquaners Privacy Act ofBcer about the provisions of the 
system notice, as required by the Privacy Act, including the routine uses, applicable 
to Department of Energy data in the Privacy Act system. 

Disclosure of Information to the Public Generally 

Information provided to the Department of Health and Human Services under this 
agreemegt may be made available by the Department of Health and Human Services 
in response to requests under the Freedom of Information Act (5 U.S.C. section 552) 
and implementing regulations, 45 C.F.R. part 5. In making decisions about 
disclosure, the Department of Health and Human Services will consult the Depaitment 
of Energy about arty personally identifying information provided by the Department 
of Energy or any other information identified in advance by the Department of Ene^ 
as warranting such consultation. 

Disclosure of Personallv -ldeniiftable Information for Research Purposes 

As provided under applicable laws, the Department of Health and Human Services 
will not use or disclose any personally identifiable information obtained from the 
Department of Energy or its contractors except for research purposes. The 
Depanment of Health and Human Services will not use information in identifiable 
form to make any determination about the rights, benefits, or privileges of any 
individual. The Depanment of Health and Human Services will use and disclose this 
infbrmarion in accord with agreements under which the personally identifiable 
information was obtained by the Depanment of Energy or its contractors, provided 
this IS consistent with applicable law. The Depanment of Health and Human Services 
may disclose this information outside of the Depanment of Health and Human 
Services for research purposes to persons or entities it deems qualified after 
consultation with the Depanment of Energy and in accord with the provisions for 
disclosure m the Department of Health and Human Services Privacy Act notices. The 
Depanment of Health and Human Services shall notify the Department of Energy of 
any efforts on the part of anyone to obtain or use personally identifiable information 
for purposes other than research conducted under this Memorandum of Understanding, 
eg., subpoenas, and shall use and take appropriate steps to prevent improper 
disclosure. The Depanment of Health and Human Services will obtain any necessary 
approvals to allow disclosure of data held by the Department of Energy and assist the 
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Department of Energy, as necessary, in revising any Privacy Act systems, contract, 
or agreements (as required by section IV.A., above) that preclude disclosure to the 
Department, of Health and Human Services of data held by the Department of Energy 
or its contractors. 

I. Release of Data from Completed Studies 

The Department of Health and Human Services jointly with the Department of Energy 
will promptly disseminate results obtained through research covered by this 
Memorandum of Understanding to the populations being studied in accordance with 
the communication plan being developed jointly by die Departmoit of Energy and die 
Department of Health and Human Services. Public access to data in the Department 
of Health and Human Services studies will be governed by applicable Federal laws, 
including the Freedom of Information Act (S U.S.C. 552) and Department of Health 
and Human Services implementing regulations. After the Department of Health and 
Human -Services studies have been completed, study data will be made available to 
the Comprehensive Epidemiologic D^ Resource, without personal identifiers, subject 
to the provisions of sections V.G. and V.H.. above. The data, with appropriate 
documentation, will be provided to the Comprehensive Epidemiologic Data Resource 
without personal identifiers no later than six months after the completion of the study, 
or at termination of a contract, grant, or cooperative agreement, whichever occurs 
first, subject to the provisions of sections V.G. and V.H., above. The Department of 
Energy will also solicit input from the Department of Health and Human Services on 
the -Comprehensive Epidemiologic Data Resource's continuing development and 
expansion, including the selection of data to be included in this public-use data 
repository. 


J. Reports to the Department of Energy 

The Department of Health and Human, Services will continue to provide complete 
fiscal and progress reports to the Department of Energy on a quanerly basis in a 
format that meets the Department of Energy’s financial reporting needs. 

K. Responsible Official 

The Department of Health and Human Services designates the following individual 
as the official point-of-contact for this Memorandum of Understanding: 


Name: 

Title: 

Address: 

Telephone: 


David Satcher, M.D., Ph.D. (or successor) 
Director, Centers for Disease Control 
and Prevention 

1600 Clifton Road, N.E., Atlanta, GA 30333 
(404) 639-7000; Facsimile: (404) 639-7111 
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VL Resources 

TTie Department of Biergy wU provide and transfer resources to the Depanmeit of 
Health and Human Services for the purpose of conducting energy-related health research 
studies for this Memorandum of Understanding. The funding and full-time equivalent 
employment levels will be determined annually by agreement between designated agency 
official points-of-contact for this Memorandum of Understanding (for die Department of 
Energy, see section fV.E; for the Department of Health and Human Services, see section 
V.K.). Upon mutual a^eemeat, resource levels may be amended at any time during the 
Escal year. 

The details of the levels of siqiport to be furnished by the Departmoit of Energy to the 
Department of Health and Human Services will be developed annually throu^ an 
interagency agreement. The Department of Health and Human Services will provide to 
the Depanment of Energy a description and justification for funding and full-time 
equivalent resource requirements for submission to the Office of Management and Budget 
and Congress for the studies and programs described under this Memorandum of 
Understanding. These submissions will be provided by the Department of Health and 
Human Services to the Department of Energy in a timeframe agreed upon diat is 
consistent with the Department of Energy’s budget cycle. 

The Departmetit of Health and Human Services will not accept responsibility for specific 
studies or undertake new programs unless the mutually agreed level of resources is 
sufficient to achieve the intended goals and objectives. If equipment is procured in order 
to provide service under this Memorandum of Understanding, the Department of Health 
and Human Services will retain title to the equipment. 

Any requirement for payment or obligation of funds by the Department of Energy 
established by the lemis of this agreement shall be subject to the availability of 
appropriated funds. 

For the purpose of studies conducted by the Department of Health and Human Services 
or its contractors, grantees, and cooperative agreement holders, the Department of Health 
and Human Services will prepare the necessary information collection proposals for the 
Office of Management and Budget approval under the Paperwork Reduction Act. These 
proposals will be submitted by the Depanment of Health and Human Services to the 
Office of Management and Budget. In the event that the Office of Management and 
Budget fails to approve the information collection or allow adequate burden hours, the 
Department of Health and Human Services will be under no obligation to undertake or 
complete individual studies but will advise the Department of Energy and work with the 
Department of Energy to secure Office of Management and Budget approval, which may 
result in necessary modification of reporting requirements. 
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VII. Duration of Agreemeat 

This agreement, effective when signed by both parties, shall initially remain in effect 
through fiscal year 2000, unless amended by mutual written consent of both parties. 
There is every intention to renew this agreement after five years. 

Vin. Modification or Cancellation 

This agreement, or any of its specific provisions, may be revised by signature approval 
of both parties signatory hereto, or their respective designees. 

Cancellation of the agreement may be accomplished only at the expiration of 90-day 
advanced notification by either party. 


DEPARTMENT OF ENERGY DEPARTMENT OF HEALTH AND 

HUMAN SERVICES 



Secretary .Secretary 


Date; 



Date 



746 
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i OF BIONCDICAL EDUCATION! 


Smic Pivnunnt SuboGRnttn 
on feMulQrikra 

E)Mairi___f 


H. lack Ceigei. M. D.. M.Sd.Hyg. 
A<thiv C. Lotu Profeaor o( Commuaiiy 
MediciBe Ementuf 
e-mail jgeiger^igc^pc.ocg 


September 23, 1998 


Mr. Peter Tyler 
Office of Senator Harkin 
VIA FAX 202-224-1972 


Dear Mr. Tyler: 


As I indicated to you by telephone yesterday, 1 have just learned that there is a 
senous error of fact in the testimony sent by Dr. Rush and myself and submitted by 
Senator Harkin to be included in the record of the hearing by the Senate Permanent 
Investigations Subcommittee on September 16, 1998. 1 am writing to correct that 
error and to request the deletion of those sections of the testimony that contain or refer 
to it. 


The error is in those sections of the testimony that state, or comment on, an 
allegation that the National Cancer Institute refused to share important information 
requested by the National Research Council/Institute of Medicine report review panel, 
and that the panel never received this information and did not comment on that fact 
in its final report. In fact, as the final report makes clear, the review panel did receive 
this information and it is described and discussed in considerable detail on pp. 62-64 
of the final report. While I did not prepare this section of the testimony, as a signatory 
to the testimony 1 share responsibility for it. I regret this error and believe it is 
important, in the interests of fairness and accuracy, to set the hearing record straight. 

I have gone through a copy of the submitted testimony in detail and believe that 
can be accomplished by a number of deletions, as follows: 

i . Items 2, 3 and 4 on pp. 2-3 of the testimony should be deleted. This is the 
text beginning “In spite of a DHHS assertion..." in point 2. through "embarrassing 
NCr in point 4, In the copy that 1 have, this material starts on marked line 12 of 
page 2 and ends with marked line I on page 3. (This will presumably also require 
renumbering of the subsequent points). 


1 3STH STREET A CONVENT AVENUE AT CFTY COLLEGE CAMPUS 

NEW YORK. NEW YORK 1X3J TEL 212 650 MM FAX 2l2 650 77M 
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Mr. Peter Tyler 


2. The heading “NCI Obstruction Without Effective NRC Response" should be 
deleted, as should the text that follows on pp. 6-8 of the testimony. Tlus consists of 

23 lines of text, beginning with “In an August 1 1 response..." And ending “NCI’s behavior 
in their final report." In my copy of the testimony, this begins on line 14 of page 5 and 
continues through line 1 8 on page 6. Hie only material that should remain from this entire 
section, and appear as a separate paragraph without any heading, is the sentence that begins ‘We 
shall further document, below..." and ends "far too optimistic." TTiis paragraph would now 
follow the concluding sentence of the originally preceding section, ending “legislation be 
be fulfilled” on line 12. page 5 of my copy of the testimony. 

3 . Finally, there are two minor corrections unrelated to the above. First, 1 believe 
the very last sentence of the section headed “Offer But Discourage..." should be deleted. 

This is the sentence beginning “The NRC panel chose not to seriously consider...” and 
ending “any recommendation for it." (It appears on page 16 of my copy). This is because 
the final repwrt did include a recommendation to await the results of the Hanford Thyroid 
Disease Study before making a decision. Second, I have noticed one technical error 

that is easy to correct. In the third paragraph of the same section on “Offer But Discourage” 
there is a sentence that reads “Mainly it is that the vast majority of single nodules are 
benign adenomas, not cancers, etc. The word “single" should be deleted, so that the 
sentence would read “Mainly it is that the vast majority of nodules are benign adenomas," 
etc. 


I apologize for any difficulties these deletions may entail, but it would be misleading 
and unfair to have the final hearing record contain a factual inaccuracy and thus seem to 
impugn the integrity of the rejxirt review panel, an issue ver>' different from disagreements 
on science and policy. Please also brir^ this to the Mention of Senator Harkin. 

Please call me (at 212-650-6860 or 718-855-5503) of fax me (at 718-802-9141) 
if there are any questions about these corrections. 1 will also mail a copy of this faxed 
letter. 


Sincerely. 



Geiger. M.D. 


cc; Senator Susan M. Collins 
Senator John Glenn 
Dr. Peter Raven. NRC 
Dr. Kenneth I. Shine. lOM 
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2 Testimony b/ Drs. David Rush and H. Jack Geiger 

3 

4 submitted to the Senate Permanent Investigations Subcommittee 

5 

6 Wednesday, September 1 6, 1 998 

7 

8 concerning the National Research Council (NRC)/ institute of Medicine (lOM) review 

9 of the congressionally mandated study by the National Cancer Institute (NCI) of the 
1 0 health impact of fallout from nuclear weapons testing at the Nevada Test Site. 
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1 Good morning. We believe that the NCI study, and its subsequent NRCTOM 

2 review are seriously flawed, and that specific Congressional action is warranted in 

3 response. 

4 My name is David Rush, MO, and this testimony has been written jointly by 

5 me and H. Jack Geiger, MD. Dr Geiger is Logan Professor Emeritus and former 

6 chair of Community Medicine at the City Universly of New York Medical School, and 

7 formerly chair of the departments of Preventive Medicine at Tufts University and at 

8 State University of New York at Stony Brook, and is a merirtrer of CDC's Advisory 

9 Committee on Energy Related Epidemiologic Research (ACERER). I am an 

10 epidemiologist and pedialridan, emeritus professor of Nutrition. Community Health 

1 1 and Pediatrics at Tufts University, and fonnerly a tenured member of the faculty of 

12 public health at Columbia University, and a professor and head of the Division of 

13 Pediatric and Perinatal Epidemiology at the Albert Einstein College of Medicine in 

1 4 New York City. I am past-president of the Society for Epidemiologic Research. I 

15 serve on the of the Department of Energy's Scientific Review Group for joint US- 

1 6 Russian studies on the effetd of radiation on the health of those exposed by nuclear 

1 7 weapons produrdion in the former Soviet Union under #ie aegis of the Jokit 

1 S Coordinating Committee for Radiation Effects Research. Dr Geiger and I were the 
t9 principal authors of “Dead Reckoning’, a review of the DOE'S epidemiologic 

20 research on the health effects of exposure to ionizing radiation among the workers 

21 at its nuclear weapons production plants that was piAlished by Physicians for 

22 Social Responsibility. 

23 Our critique today falls under two main headings: the candor and ot^ecdvity 

24 of the report of the NRC panel, and the soundness of its recommendations lor 



750 


3 

1 responding to the needs of those exposed to radioactive Iodine by nuclear weapons 

2 testing at the Nevada test site. We will first enumerate our points, and elaborate on 

3 them below. Our recommendations are at the end of our testimony. 

4 1 .) The NCI study falls far short of fulfilling the mandate of its 

5 enabling legislation. PL 97-414; The NRC review notes this omission, concurs with it 

6 in its summary', but does not concur with it in its text^. 

7 2.) In spite of a DHSS assertion that it was completely open with the 

8 public and cooperative with the NRC panel, there is internal evidence from an NRC 

9 draft report that the NCI refused to share important information requested by the 

10 NRCp^el. 

1 1 3.) Rather than demanding this withheld information from NCI, the 

12 NRC panel chose to expend, and we believe, waste, time and resources in an 

13 attempt to fill the gap caused by the NCI refusal. 

14 4.) The final NRC report omits mention of this NCI refusal, described 

15 in the earlier draft. This omission does not correct data or clarify results, but certainly 

16 does serve to avoid embarrassing NCI. 

17 5.) The discussion of screening in the NRC report is incomplete, and 

18 may be misleading, given the increasing incidence but decreasing mortality from 

1 9 thyroid cancer over the last decades, which is difficult to explain except as a benefit 

20 of improved treatment of thyroid cancer. 

21 6.) The NRC recommendations for future research are incomplete 

'Exposure of the American people to Iodine-131 from Nevada Nuclear- 
Bomb Tests: Review of the National Cancer Institute Report and Public Health 
Implications, National Academy Press, 1998; (“The Review") page ES 8 


The Review. Page 137 
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1 and we believe, poorly priorttized; they do not adequately address the most central 

2 obstacles to creating an effective and coherent public health response to the iodine* 

3 131 (I-131) dispersion from nuclear wes^ns testing. 

4 7.) The NRC report has ite own strong scientific biases, and is deeply 

5 uncritical of the work of the NCI, particularly the extraordinarily slow execution of the 

6 work and the five year gap between the essential completion of the work, and its 

7 release. 

8 8) The NCI, and the NRC panel dealt only tangentially with the effects 

9 of fallout on thyroid diseases other than cancer. We believe this is a serious 

10 omission. 

1 1 9.) Finally, and most importantly, neither the NRC report nor the NCI 

12 study effectively addresses these overriding facts: that the threat to the public health 

13 under study was government induced; that it was inflicted upon a loy^, and, at that 

14 time, trusting and unsu^ecting populace; and that tfiere is a history of hollow 

15 reassurance, cover-up and deception on the part of the agencies in question, 

16 primarily DOE and its predecessors, but also DHHS. This government responstoility 

1 7 urgently demands, we believe, the taking of several steps which we specify at the 

1 8 conclusion of our testimony. 

19 

20 GOVERNMENT RESPONSIBILFTY, AND ITS ETHICAL CONSEQUENCES 

21 There is much evidence that government scientists and top officials were 

22 aware of how widely fallout would be distributed from atmospheric weapons testing 

23 and that people exposed to radioactive f^lout would incur added risks for cancer 

24 and other diseases. [Indeed, the government's sovereign immunity defense rests on 
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1 ttie claim that, from the eartiest days of Itie testing program, government offidate 

2 were very much aware o( the hazards whan they exercised their "discretionary 

3 function" not to alert the public-T The government, through the Federal Torts 

4 Compensatron Act (FTCAj. has stymied the ability of exposed and injured persons 

5 to seek redress for their injuries through the courts. Even if exposed persons can 

6 show the court that their injuries were caused by radiation from U.S. weapons 

7 testing or nuclear materials production activities, the sovereign immunity protections 

8 of the FTCA make it all but imposstole for the courts to find against the government. 

9 

10 THE MANDATE OF P.L 97-414 

11 P.L. 97-41 4 became law on 4 January, 1 983. Section 7(a) not only requires 

12 the secretary of Health and Human Services (HHS) to estimate the doses of 1-131 

13 received by the American people from nuclear weapons te.sts, but also requires that 

1 4 each individuars risk of developing thyroid cancer from this exposure be calculated. 

15 NCI did not make these estimates and calcutations, and the NRC panel seconded 

16 their decision not to do so, in large part because of the extraordinarily inade<?uate 

1 7 monitoring of fallout during the years under study. However, there are experts who 

18 assert that it is possible to identity those subgroups at highest risk, in spite of 

19 lirtifations in the exposure data. 

20 The central gap in NCI's work relates to section 7(b), This requires that HHS 

21 calculate the individual exposure and risk from a| radionuclides spread by Nevada 

’ In defending the government in Alice P. Braudy v United Slates, et al., U.S. District 
Court, C.D. CA, Civil No. 79-2626-LEW, November 1985, the U.S. Department of Justice 
stated that "government officials and scientists were aware of the hazards of radiation since 
the inception of the nuclear weapons pro 9 ram...specifically that fallout could cause cancer." 
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1 test ^ weapons tes^ng ^ radas^n-inckiced cancer. We strangiy dts^rae wi^ 

2 OHHS's decision not to address these Congressional requirements, a decision with 

3 whk^ ^6 NBC p^ei t^noin^d in ite summary, witti little or no expianation* . 

4 However, the text of the panel's report is far different, and broaches the issue of 

5 ck»ng this research^. Bieie is no ewdence NCI sought Congmssional approval for 

6 omitting this mandated research, and we believe that this omission is a grave one, 

7 and requires irrore than apology or explanation: it r^uires immadlata correction- We 

8 also believe hiat die scientific evidence, as well as government culpability, demands 

9 that the intent of die origin^ legidation be fulfilled. 

10 

1 1 NCI OBSTRUCTION WITHOUT EFFECTIVE NRC RESPONSE 

12 In an August 1 1 response to a letter sent to Secretary Shalala on July 9, 

1 3 1 998 by Susan Gordon. Director of the Alliance for Nuclear Accountability, an NCI 

14 representadve wrote The NCI has been and continues to be committed to fully 

15 informing the public about the results of (die 1*131) research”. This statement is 

1 6 direcdy contradicted by NCI’s documented behavior. Not only dkJ it them ten 

1 7 years to execute research that fell far short of that mandated by Congress (see 

1 8 above) and then five more years to release it (under pressure), but there is 

19 documented evidence that they withheld information from the NRC panel, auid that 

20 the panel appears to have accommodated passively to this refusal. (We quote here 

21 from the final (^ft NRC report. While this report was embargoed during the review 

22 process, we believe there Is no barrier to quoting it now, follovnng the release of the 

^The Review, page ES 8. 


’The Review, page 137. 
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1 final report.) The Summary to the NRC panel's draft final rsp^xt states: The NRC 

2 panel received information from NCI indicating that their researchers had completed 

3 an investigation into whether available cancer registry data supported their 

4 estimates of excess thyroid cancer. Their analyses have not been made available to 

5 frits panel (err^hasis added). The NRC panel atterr^ted a very preliminaiy analysis 

6 of limited epidemiological data from cancer registries to explore whether the data 

7 supported the NCI estimates of excess cancem."® This material does not appear in 

8 the NRC panel’s final report. 

9 NCI is under intense scrutiny over these studies. No excuse that NCI might 

10 offer can justify this subversion of the committee's work. NCI could easily have 

1 1 shared their work wth the NRC panel with some proviso that it could not be made 

12 public until review was complete. We believe that the Congress should not brook 

13 repetition of tfre long history of the DOE and Its predecessor agencies of refusing to 

14 release data in their possession. 

15 We also believe that the NRC panel has made serious errors by a) passively 

16 accepting NCI’s refusal to share these data, b) wasting time and resources in eui 

17 attempt to repeat work already done, and c) deciding not to inform you or the public 

18 about NCI’s behavior in their final report. We sh^ further document, below, 

19 evidence that the NRC panel, while highly competent technically, produced a report 

20 that was markedly uncritical of NCI, but more importantly, expressed opinions on the 

21 health effects of low-level radiation that authoritative opinion >riews as far too 

22 optimistic. 

^Draft of The Review, dated 6/28/98 (“ The Draft"). Summary, lines 152- 

156 . 



755 


8 

1 OFFER BUT DISCOURAGE: THE NRC SOLUTION FOR CARE OF THE EXPOSED 

2 Here we shall attempt to clarify a complex issue. Before we do so, we bring 

3 to your attention two facts of paramount importance. First, the dispersion of 1-131 is 

4 a government-induced problem. Thus, even ttrough thyroid cancer is relatively 

5 infrequent, and of low lethality, the government owes its victims special 

6 consideration, since they, like veterans have sacrificed, willingly or not, because of a 

7 declared societal need. Second, the reported incidence of thyroid cancer has been 

8 going up since the time of atmospheric testing, while death rates have been going 

9 down.^ The most logical explanation for the decrease is that treatment has been 

10 beneficial. 

1 1 The NRC review states larger thyroid nodules (>1 .5 cm) are more likely to 

1 2 be associated vwth dinically significant thyroid cancer. For several reasons, even 

1 3 these large nodules are not always palpable”,^ and later, “ (A)nother study 

1 4 (Mazzaferri & Jhiang, 1 994) suggests that once a thyroid cancer is manifested, 

1 5 delay in treatment lowers the survival rate The patients who died of cancer had a 

1 6 mecUan delay (to tfie initiation of treatment) of 1 8 months from the time a tumor was 


Some of the increase in incidence could be artifactual, or in part 
due to radioactive fallout! Memy people, especially as they get 
older, have either benign nodules or small areas of histologically 
cancerous thyroid tissue that do not progress to metastases or 
invasion of local tissue before they die from other causes. Thus, the 
rise in national incidence could be due in part to more complete 
diagnosis, rather than a real rise in frequency. {This is sometimes 
called “ascertainment bias".) It is noteworthy that the reported rise 
in incidence of thyroid cancer over the last decades is entirely 
consistent in magnitude with that estimated by MCI to be due to 
atmospheric weapons testing, suggesting that it is not an artifact. 

In contrast, there is no obvious artifactual cause for lower death 
rates frcxn thyroid cancer. This has almost certainly been real, and a 
function of improved treatment. 


The Review, pages 33-34 
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1 first clinically recognized (by palpation) compared with four months for those who 

2 survived (P<0.0001 )....The authors do not recommend screening for thyroid cancer 

3 but do argue for prompt assessment for large nodules (1 .5 cm or larger) and prompt 

4 treatment for those diagnosed as maUgnant.*^ Mazzaferri and Jhiang drew this 

5 conclusion ^)out screening although the NRC report states that they ''(D)id not 

6 examine screening or screening benefits.” 

7 Thus, we are told that early treatment is clearly beneficial, once the 

8 diagnosis of thyroid cancer has been made, but that screening is not recommended. 

9 What is the rationale for this seeming paradox? Mainly it is that the vast majority of 

10 single nodules are benign adenomas, not cancers, but our currently available 

1 1 diagnostic procedures often leave it unclear whether the person has benign disease, 

1 2 small cancerous lesions that will never progress to invasive or metasta^c cancer, or 

1 3 tumors tfiat have a high probability of doing so. The larger portion "of thyroid 

1 4 cancers are occult tumors that are never 

15 detected during a person's lifetime."" Ultrasound examination may result in as 

16 many as 95% false positives. Fine needle aspiration is insufficient or Inconclusive in 

1 7 30 per cent or more of cases. 

18 The central problem is that once thyroid masses or nodules are discovered, 

19 current diagnostic techniques are inadequate to predict with certainty those that are 

20 benign, those which are cancerous but may never progress, and those which will 

21 progress to potentially lethal invasive or metastatic cancer. The NRC review 

The Review, page 85 
The Review, page 85 
11 The Draft, Chap 3, lines 151-2 
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1 describes the imperfections of current diagnostic methods. In order to detect large 

2 nodules that are more likely to be malignant (ttiose over 1 .5 cm. in size) and 75% of 

3 which are assumed to be palpable, we are told that 1 0,000 screening excuninations 

4 (age not specified, not at high risk) would find 39 such cancers but miss 1 01 in 

5 smaller nodules, and. just as importantty, would result in 363 unnecessary thyroid 

6 lobectomies to find those 39 cancers.'^ There is thus significant risk that screening 

7 could lead to the removal of many normal thyroid glands, or those containing lesions 

8 that pose no threat to health, as well as leave many cancers undetected . Once the 

9 thyroid gland is removed, the individual will need lifelong thyroid hormone 

1 0 replacement; the surgery also puts the individual at risk for the removal of the 

1 1 essential parathyroid glemds, or damage to tfie laryngeal nerve, impairing norm^ 

12 speech. 

13 This is not, we repeat, not solely a problem arising from screening. The 

14 problem is shared by those patients who bring themselves to the doctor because of 

1 5 a lump in the neck (i.e., who arrive through no screening program whatsoever), and 

16 by people who seek a thyroid examination because they believe they have been 

1 7 exposed to radiation from fallout, again in the absence of an organized screening 

1 8 program. These patients are subject to the same uncertainties in clinical decision 

1 9 making, and the same potential complications from overtreatment. It is not that 

20 nodules discovered by screening should always be left alone, or that nodules 

21 discovered by the patient be aggressively treated; it is rather that our current 

22 methods for the diagnosis and prognosis of thyroid nodules are grossly inadequate. 


The Review, Table 4.1, page 86 
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1 We believe that we are obliged to improve these techniques. This ignorance should 

2 be corrected by a well-funded and well-formulated research program. 

3 The NRC panel states that ‘The lack of evidence that early detection of 

4 thyroid cancer through screening of asymptomatic persons improves health 

5 precludes a positive recommendation to screen...."’^. This wording could mean that 

6 screening has been tried and has failed. This Is not so. Such screening, or some 

7 reasonable surrogate, has not been tested. It is not that screening has proven to 

8 be of low utility, but that in the absence of both better diagnostic and predictive 

9 methods, a serious test of screening may not be worth doing; it Is not 

1 0 responsible to recommend such a program until these methods are improved and 

1 1 have been put to rigorous test. We also cannot recommend screening now. but can 

12 forcefully recommend the research needed to replace this inadequate, interim non- 

13 response. The research that would make a secure and responsible recommendation 

14 possible has not been done, but you can require that it be done. The panel states 

1 5 “..there is no evidence that early detection of thyroid cancer through systematic 

1 6 screening (rather than through routine clinical care) improves he^tfi outcomes or 

1 7 has benefits that outweigh harm. It is still possible-olven the lack of directly relevant 

18 research-that early detection through routine sgeenlno might offer some net benefit 

19 (emphasis added)”.'* We think such directly relevant research is obligatory. This 

20 does not necessarily mean massive, expensive and time consuming randomized 

21 trials of screening, since screening is not the central problem. Rather, it requires 


Ttie Review, page 92. 


The Review, page 97 
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1 specification of which nodules and masses should be carefully followed, and which 

2 should be treated. The NRC panel request for such research is an aside of nine 

3 lines, not their highest priority, and not emphasized'^. We believe, however, that it is 

4 of the highest priority. The nation needs accurate, quantitative information on the 

5 factors that are associated with likelihood of cancerous progression, as well as the 

6 rates of surgical complications, and how to lower them. To summarize, we know that 

7 exposure to radiation at early ages, female gender, nodule size and older age are 

8 associated with increased risk of c^cer, and there is no reason to believe that a 

9 nodule of a given size in a person of a given age is any less lethal if discovered by 

10 screening, than if it arises from self referral. 

1 1 Our current medical ignorance means that the policy of "offer but 

12 discourage" places a heavy burden on patients who are understandably anxious 

1 3 and fearful. Assuming that clinicians are fully informed and competent in thyroid 

14 problems, and that they are willing to take the time to discuss the pros and cons at 

1 5 length and answer questions fully, and that patients have tiie time and of^rtunity to 

16 read and understand the proposed informative handouts and otfier media 

1 7 messages-assumptions which in kindness can only be called highly optimistiC"a 

18 short scenario might run as follows: "Mrs. Jones, you are 40 years old and you have 

1 9 a nodule about 1 .25 centimeters in diameter. Thus, there is a 90 per cent chance 

20 that you do not have cancer; in the 10 per cent of cases like yours in which it is a 

21 cancer, it is usually not all that aggressive. If it is cancer, your risk of dying from it 

22 without treatment is about 5 per cent Pa^ation ^ne doesn't answer those 

The Review, page 140 
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1 questions. If we go on to a fine needle aspiration, that test is incondustve in 30 per 

2 cent or more of the time, in which case we will not know for sure if your lump is 

3 benign or harmless or if it might progress to a lethal cancer. We could do a 

4 thyrddectomy. surgic^ly removing your thyroid gland, but the odds are high-though 

5 by no means certain-that we would be removing a normal thyroid. About six per 

6 cent of those who are operated on get complications, and almost ail vwll need 

7 life-long thyroid hormone replacement. We will follow the size of the nodule 

8 regularly and carefully, and if it does increase in size, we will then examine some 

9 cells from it under the microscope. ! therefore do not recommend surgery now. If, 

10 after we talk it over, you feel otherwise, given this balance of the pros and cons, we 

1 1 will follow your wishes." 

12 We find the delay by NCI in completing and reporting their work all the more 

13 infuriating since it has probably delayed, possibly by a decade or more, tiie research 

14 necessary to improve our approaches to care for the victims of 1-131 irradiation and 

15 others with thyroid nodules. The NRC panel's report strikes no note of urgency; yet, 

16 whatever research is ongoing to improve the sensitivity of diagnostic methods, and 

17 prediction of the clinical course of thyroid masses, should be expedited and 

1 8 expanded as a matter of the highest priority. 

19 We also note that there would be little danger, and possibly considerable 

20 benefit, in screening for hypo- and hyperthyroidism, both well established (aS}eit 

21 infrequent) sequelae of irradiation. The NRC panel chose not to seriously consider 

22 offering such screening to those irradiated, barely touched on this issue, and 

23 omitted any recommendation for it. We believe it should be offered by the 

24 government. 
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1 SCIENTIFIC BIAS OF THE NRC PANEL 

2 We believe that tf^e NRC report is biased towards underestimating the 

3 effects of ionizing radiation on human health, as well as being exceedingly forgiving 

4 of tile NCI's flawed response to their congressional mandate. 

5 Examples abound. In their preface to the draft report. Drs Schull and 

6 Lawrence, co-chairs of the panel, stated “Perhaps fortuitously, relatively few of the 

7 160, 000,000 Americans alive during tiie weapons testing program received 

8 cumulative doses greater than the exposure limit set forth in 1 961 , which would 

9 have amounted to 5 rem (50 mSv) exposure limit over a ten year period. This is 

10 approximately two and a half times greater than the average dose, 2 rem (20 mSv) 

1 1 estimated by the NCI investigators as a result of the fallout of 1-1 31 In the final 

1 2 review, this has been modified to “K appears likely that a relatively small proportion 

1 3 of the 1 60,000,000 Americans alive during the weapons testing program received 

14 cumulative doses of iodine-131 greater than the exposure limit set forth in 1961 , 

1 5 which would have amounted to 5 rem exposure limit over a ten-year period."’^ This 

16 is deceptive, and both of these conclusions continue to promulgate NCI’s misleading 

1 7 use of “average dose". Only milk drinkers were exposed, and the total dose was 

18 accumulated not by the “average" American, but almost entirely by susceptible 

1 9 young children, who were probably exposed to at least five to ten times the so called 

20 "average dose", far above the 1961 limits! We believe that the co-chairs have 

21 continued the misleading presentation of NCI, and that there were many exposed 

22 Americans, not relatively few. 

The Draft, pages vii-viii 
The Review, page x 
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1 Further evidence of bias is tfiat in their historical review, the NRC panel does 

2 not mention the suppressed USPHS studies of leukemia and thyroid cancer among 

3 those exposed to fallout, nor of DOE intransigence about releasing data. They 

4 underplay the difficulties the public has had in eliciting truthful information from the 

5 government. 

6 Finally, there is evidence that the panel was polarized, and biased towards 

7 minimizing the effect of ionizing radiation on cancer. They state, in the draft report, 

8 TOhe panel did raise questions ^out certain assumptions (of the NCI estimates of 

9 excess cases of thyroid cancer from fallout). In particular it noted that there is 

10 disagreement within the scientific community about the assumption of dose 

1 1 response linearity, that is, the assumption that even the smallest dose of Iodine-131 

12 to the thyroid results in some excess risk of cancer.”'^ This was subtly changed in 

13 the final report so that it no longer appears as the committee's idea, but only that of 

14 the faceless “scientific community”; “(The committee) noted that there is 

1 5 disagreement within the scientific community about the assumption of dose-linearity, 

16 that Is, the assumption that even the smallest dose of iodine-131 to the thyroid 

1 7 results in some excess risk of cancer”.'^ There has been disagreement, but there 

18 is now near consensus by official bodies in the US” and internationally^’ that the 


The Draft, Suitimary, lines 146-149 
The Review, ES, page 5 

Committee on the Biological Effects of Ionizing Radiation: Health 
Effects of Exposure to Low Levels of Ionizing Radiation, Natl Academy of 
Sciences, 1990 

United Nations Scientific Committee on The Effects of Atomic 
Radiation; Sources and Effects of Ionizing Radiation, 1993 

National Radiological Protection Board; Risk of Radiation-Induced 
Cancer at Low Doses and Low Dose Rates for Radiation Protection Purposes, 
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1 effect of ionizing radiation on cancer is linear down to zero dose. By doubting the 

2 conclusions of these authoritative groups, the NRC panel places itself squarely in 

3 the camp of the radiation effect minimizers, and the neutrality of its conclusions Is 

4 open to severe question. 

5 

6 RECOMMENDATIONS TO THE CONGRESS: 

7 After seriously considering all of these points, we believe tiiat the Congress 

8 needs to take several specific actions: 

9 a) Legislation is needed to supersede the present Memorandum of 

1 0 Understanding, which transferred responsibility for some *but not all- radiation 

1 1 epidemiology research from DOE to the Centers for Disease Control, but left 

1 2 significant control of funding with DOE. Such legislation should definitively transfer 

13 all responsibility for radiation epidemiology research, and all funding for such 

14 research, directly to the Centers for Disease Control. Such legislation should also 

15 insure outside oversight of ALL government financed or executed radiation research 

16 (say, by a group such as ACERER) ^d include public representatives (^>ecifically 

1 7 excluded by NCI from its advisory committee for these studies). It is an open 

1 8 question whether the present leadership of NCI has so discredited the agency's 

1 9 work in this area that it would be inappropriate for it to participate in future work on 

20 the problems of fallout induced cancers in the U.S. 

21 b) Demand that DHHS complete the mandate of your 1983 

22 legislation. We urgently need to Imow the effects of testing for all mayor 


1995 
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radionuclides, for all potential cancer sites. 

c) Implement and fund assessment for thyroid disease other than 
cancer for all individuals at significant risk for exposure to ionizing radiation from 
fallout from testing of nuclear weapons, and from other government radioactive 


releases into the atmosphere, both inadvertent and deliberate. 

d) Fund, urgently, research to improve prevention, screening, 
monitoring and treatment for thyroid cancer. This task will include refinement of 
screening and diagnostic procedures to better understand and improve their 
reliability and validity, in order to clarify which populations should be screened and 
monitored, and how. Explicit attention must be paid to gaps that currently exist in 
clinical decision making with respect to all individuals with thyroid masses, whether 
radiation-induced or not, and whether discovered by screening or by the patient. We 
believe the “offer-but-discourage” screening recommendation of the NRC panel is a 
reflection of serious weaknesses in current diagnostic and therapeutic methods; that 
“offer-but-discourage” is only acceptable as a stop-gap; and that the government, as 
the cause of much of this disease and psychological distress, is obliged to address 
this deficiency In our knowledge. This can be accomplished only by giving such 
research high priority and adequate funding. 

e) Reopen consideration of the Federal Torts Compensation Act for 
those injured by nuclear weapons testing. 
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NATIONAL RESEARCH COUNCIL 

COMMISSION ON LIFE SCIENCES 
2101 Coiubtubon ^«nu« VMuhington, D.C. 20418 


SanatE Psmwnnt Suixoninlliae 
oninvMtlgallons 


EXHBITt. 


BXBCUnVl DIKZCTOK 

September 25, 1998 


Honorable Susan M. Collins, Chairman 
Permanent Subcommittee on Investigations 
Committee on Governmental Affairs 
United States Senate 
Washir^on, D.C. 20510 

Dear Senator Collins: 

On September 1 6, 1998, your Subcommittee held a hearing on the “National Cancer 
Institute (NCI) Management of Radiation Studies ” As you know, the Institute of 
Medicine and National Research Council (lOM/NRC) recently completed an lOM/NRC 
study reviewing the scientific and technical soundness of the NCI study. We also 
provid«l NCI with recommendations on the implications of its study, including clinical- 
practice guidelines for evaluating and counseling exposed individuals— and on various 
research strategies likely to refine the risk estimates. Although, as you stated in your 
opening remarks, the scientific issues surrounding the NCI report were not the subject of 
your hearing, testimony about those issues and about the lOM/NRC study was submitted 
by Drs. Rush and Geiger. I am writing because their testimony contains a number of 
factually incorrect statements regarding the lOM/NRC report. These misstatements led 
Drs. Rush and Geiger to grossly incorrect conclusions about the lOM/CLS report, the 
process by which it was jModuced, and some of its authors. I am writing to set the record 
straight, and I respectfully request that this letter be made a part of the record of your 
hearing. 

The most egregious error in the testimony and the one that was the basis for three of the 
nine points made by Drs. Rush and Geiger was the assertion that “there is documented 
evidence that they [NCI] withheld information from the NRC panel, and that the panel 
appears to have accommodated passively to this refusal.” To support their accusation, 
they quote from the NRC/IOM panel’s draft report, which had been sent to Dr. Geiger as 
part of our peer-review process. The fact is that shortly after the draft report was sent to 
reviewers, the panel received a copy of the NCI information it had requested, which is to 
be published in the Journal of the National Cancer Institute. Members of the lOM/NRC 
panel and its staff examined this NCI information and added a discussion of it in Chapter 
3 (pages 62-64) of the NRC/IOM report, which was released on September 1 . The 
statement in the earlier draft that the NCI analyses had not been made available to the 
panel was removed because it was no longer true. Dr. Geiger has acknowledged this 
error and asked the Subcommittee to modify his testimony. However, because this 
testimony was made available to the public, members of the Committee, and your staff 
with the allegation, it is appropriate that your hearing record show that the statements 
relating to this issue in the original testimony were in error. 


NalMiMl JU*Mrcfc C«iiHci/ • the fmdptt c^crtlmf •S**ty of Ihi Nabonai Aeademy of ScUnttt and Ih* Uathnal Academy af Engiaetnnf 
terae foaemment and atker arfaeiiaakana 
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Other points in the testimony take the lOM/NRC panel to task for not addressing the 
timeliness of the NCI shidy or what actions the federal govemmrat stoidd take in view of 
the fact that it was le^nsible for the vs^apons testing that led to the exposure studied in 
the NCI report. Those topics while certainly ^propriate for your committee to consider, 
are outsitfe the technical, medical and scientific purview of this particular lOM^NRC 
paitei and v^re sot p^ of die ^Iqect assisted to it. When m pexf^m a ^udy, the 
National Academy of Sciences, National Academy of Engineering, and Institute of 
Medicine strictly enforce a policy that the members of a panel not wander from the 
specific subject they w^ selected to iddr^. 

Drs. Geiger and Rush are critical of the lOM/NRC panel’s discussion regarding a national 
screening pro^am, althou^ they do not diffe^ with tl» recommawlations. They also fiml 
thedi^mssionofiioncanc«refS»:tsofI*-i3i U> be too brief. We believe feat die paiwl, 
made up of 27 individuals selected for their expertise and experience, has adequa t ely 
review)^ and summarized the literature and cunent thinking on these issues. Moreover, 
it has provided fee and rationale ftx its re^mm^idmions. This was reviewed 
by 16 indepeiuient reviewers and the responses of the panel te fee levicra^r comments 
weFeju<%^h> be satisfectoiy by a rejxesentative of our Report Review Committee 
i^^ismadeupofm^barsoffr^Acmlanies. The final rgxwt was a^xovedfOT 
release as an lOM/NRC rqioit Drs. Geiger and Rush are correct in conveying the feet 
that the issues dealt with in our report are complicated and difficult ones, and we would 
be hqipy to discuss these issues td length with you <»- your sab<x}ininlttee's staff. 

I must address fee charge that the lOM/NRC panel was biased. We go to great lengths to 
create well-balanced and exp^ study groups in all our work. If we discover an 
imbalmice of views after we have formally reviewed panel m^bers* potential conflicts 
of interest and biases, we modify the group. We believe that we did indeed achieve a 
good balance of both expertise and perspectives in the lOM/NRC panel. 

In closing, I cannot leave unchallenged the personal attacks on tite coefaairs of the 
lOM/NRC panel, Drs. Lawrence and Schull. These gentlemen have each had 
distinguisl^ careers, but meue rele\rant to the diai^ agaimt feem is that tltey 
stand out for their sensitivity to fee underlying fact fetd we are talking abom real peqile 
with real families when we study these issues. Their chmacter is tfeove reixroach, and I 
believe that they are owed an ^logy by Drs. Rush and Geiger. 

Senator Collins, thank you for your attention to this important issue. 



Paul Gilman, Ph.D. 
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Senate Pennanent SubcomnlllN 
on Invntigalians 

EXHIBir * ^ 

6 Oct 98 

To: Senator Susan Collins 

From: Senator Ted Stevens 

Subject: Re: 17 September 1998 hearing on Radiation-Related Diseases. Request to 

include materials for the record. 

Madam Chairwoman, 

I request that this request along with attached materials regarding workers in Alaska 
exposure to radionuclides be included in the hearing record. I also ask that a future hearing 
include the issue of Alaskans that may have been exposed to disease-causing radiation and 
chemicals at Amchitka.. 

Sincerely, 


Ted Stevens 


Attachments: 

1 . Alaska State District Council of Laborers report: Radiation Exposure on Amchitka Workers 
Backs Alaska Laborers Call For Worker Health Monitoring. Dated 3 1 March 1998 

2. Testimony Prepared by Rosalie Bertell, Ph.D., GNSH, Estimating the Exposure to Ionizing 
Radiation Incurred by the Workers at the Amchitka, Alaska Site of Canniken Nuclear Test. 

3. Indigenous Peoples’s Council for Marine Mammals letter dated 9 November 1994. 

4. Aleutian/Pribilof Islands Association , Inc. to Governor Tony Knowles dated 14, January 
1998. 

5. Dept of Envirorunental Conservation letter dated September 25, 1997, Re: Declassification of 
Amchitka Island Nuclear Underground Testing Related Documents. 

6. Eberline Instrument Corporation letter to US Atomic Energy Commission dated December 4, 
1972. 

7. The Center to Protect Workers’ Rights letter to US Dept of Energy dated May 5, 1997. 

8. Letter dated 14 September 1998 from Mayor of Barrow, Alaska to Senator Susan Collins. 

9. Alaska State District Council of Laborers letter dated August 19, 1998 to Sen. Ted Stevens. 

10. Alaska State District Council of Laborers letter dated June 2, 1998 to Sen. Ted Stevens. 

1 1 . Alaska State District Council of Laborers letter dated September 9, 1 998 to Sen Ted Stevens. 
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ALASKA STATE DISTRICT COUNCIL OF LABORERS 

Laborers International Union.of North America, AFL-CIO 


Public Empto/ee Local 71 
Don Valcsko, Business Manager 
Laborers Local 942 
Joe Thomas, Business Manager 
Laborers Local 341 
Mano Frey. Business Manager 


2501 Commercial Drive, Suite 140 
Anchorage, Alaska 99501 • 907/276-1640 


Don Valesko 


Andrew J. "Bear" Piekarsl 



Press Release 
3-31-98 


RADIATION EXPOSURE REPORT ON AMCKITKA WORKERS 
BACKS ALASKA LABORERS CALL FOR WORKER 
HEALTH MONITORING 


Today, the Alaska Laborers released a report from world-renown 
Radiation expert Dr. Bertell^ which documents the concerns that 
workers at the Amchitka Nuclear Test sites have potentially been 
exposed to health-threatening radionuclides. The report represents 
the workers own efforts to review their radiation exposure levels, 
since the government has failed to act yet on the workers concerns. 

Following the unexpected death of Alaska laborer Nick Aleck 
from myelogenous leukemia, his widow Mrs. Bev Aleck has fought for 
years to get straight answers on her husbands death and the health 
hazards all workers faced from the federal government's nuclear 
tests, Long Shot, Milrow and Cannikin, 1965 - 1973. Other affected 
Amcyhitka workers (include those civilians employed on the the 
Nav^' s -Over-The-Horizen Radar site in the 190O's - 1990's), and 
chexBr'widows have also been suspicious of the inordinately high 
rate of cancers associated with radiation exposure. 

The Alaska Laborers are frustrated with the failure to date of 
the DOE, or anyone in the federal government, to take any 
constructive action to conduct a medical survey of the people, or 


' Dr. Rosalie Bertell Ph. D. currently serves as President of 
the International Institute of Concern For Public Health since 
1987. Or. Bertell has also served as a consultant to U.S. Nuclear 
Regulatory Commission; the President's Committee on Three Mile 
Island, the Marshall Island's nuclear test review; and served on 
the Permanent People's Tribunal for the Bhopal India (Union Carbide 
disaster) in 1992 - 1994. She has also published over 90 public 
health articles including Worker exposure to Ionizing Radiation as 
well as the Chernobyl Nuclear disaster. Since 1951 she has been 
a member of the Grey Nuns of the Sacred Heart. 
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Study the workers' health directly, or provide preventative medical 
care. Nothing helpful has been done. 


For the Union A.J. Bear Piekarski said, ■ I worked in the 
Amchicka Cannikin shaft with Nick Aleck and others who have either 
died or now have cancers. I was the Job steward then and they told 
us there was no radiation-exposure -- now we know different from 
Che feds own declassified docutnentsl The government needs to come 
clean with Alaskans on this and remember these are People we're 
talking about. The feds are now studying Amchitka's (Atomic Tests) 
affect on the TUNDRA, how about the PEOPLE!" 

i The union's attorney Kevin Dougherty repeated the call for DOE 
to step --forward and fund a medical survey of Che workers health. 
"FroVtfhe government's own documents we can see that a study of the 
workers is absolutely warranted so we may determine the level of 
health effects and precautions the people should take. We should 
not underreact or overreact, but must responsibly inform these 
workers about their health. Time is critical to human health so 
we can't have further delay. We need to get immediate review of 
these workers . And as the responsible party DOE must step 
forward. " 

Specifically, the Dr. Bertel! Report reveals an exposure to 
loniring Radiation by Amchitka workers from: 

* Tritium Contaminated groundwater rained on the miners. [F-G] 

* Cesivun 137 vials "lost" in the shaft walls 1470 aiCi] in 
July 1969. [A-1] 

* Neutron Tracer materials auad Radionuclides stored and 

handled by workers on site and emplaced in Bomb cavity in 
August 1971. (A-3] [Fissionable xoaterial in the Mev Range] 

^ * Krypton 85 & radionuclide gas released in 1972 drill back. 

I [4000 cubic meters] [E] 

'w' 

Most importantly, for verification purposes Dr. Bertell has relied 
on the government's own data from its reports and declassified 
documents . 

Dr. Bertell' s study concludes (p.8) with the finding that the 
Amchitka workers were exposed to ionizing radiation above normal 
background levels of 699 to 17,240 oillereas Cor more). This 
contrasts with the International Commission on Radiological 
Protection public safety level of 100 mrem per year or sooo mrem 
worker level (currently 2000 mrem) . 
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The serious health effects of radiation exposure has been 
codified in the Radiation Exposure Condensation Act of 1990 (and 
Radiation-Exposed Veteran's Osmpensation Act of 1988 which lists 
the "specified diseases" associated with Radiation exposure as: 


A. 

Leukemia 

(other than chronic ly^bocytic 

leukemia) . 

B. 

Cancer 

of 

the 

thyroid . 


C. 

Cancer 

of 

the 

breast. 


D. 

Cancer 

of 

the 

pharynx. 


E. 

Cancer 

of 

the 

esophagus . 


F. 

Cancer 

of 

the 

stoznach. 


G. 

Cancer 

of 

the 

saiall intestine. 


H. 

Cancer 

of 

the 

pancreas . 



Multiple myeloBa. 


j. 

Lymphomas 

(exc^t Hodgkin's disease). 


K. 

Cancer 

of 

the 

bile ducts. 


L. 

Cancer 

of 

Che 

gall bladder. 


H. 

Primary liver 
is indicated) . 

cancer (except if cirrhosis 

or hepatitis B 


(Listing expanded since RECA enacted in 1990) 


With this Report the Alaska Laborers call on DOE to finally 
take serious the need to get a Medical Surveillance study underway, 
and to do it promptly. Dougherty said, "Delay may jeopardize 
worker health and is inexcusable. We need to keep the workers 
informed so they can properly understand whether or not they have 
any health effects from their Amchitka work, and then take 
preventative action where necessary. The proposal submitted to DOE 
by Dr. Knut Ringen for The Center TO Protect Workers' Rights will 
develop a medical monitoring program of former kmchitka workers and 
rese^rchr their death certificates. This study will be an add-on to 
the (Turrent Hanford and Oakridge nuclear worker's review. (9] 
Fortunately the Alaskans on the ATAG Committee have been strongly 
supportive of the workers' request for a Medical Surveillance 
review. [10} We thank them immensely. Now we trust DOE will finally 
get underway here." 
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The Bertell study was conducted at the request of the Alaska 
State District Council of Laborers, funded by the Laborer's 
International Union of North Jtoerica, AFL-CIO, for the purpose of 
reconstructing radiation dose exposures to Cannikin miners,* and 
all l^pehitka Workers during and after the three atomic bomb tests. 

The Atomic Energy Commission, (AEC) , and its contractors 
(generally) failed to monitor the radiation exposure of Arachitka 
union dispatched workers during the three atomic tests and clean up 
vorho. conducted from 1965 to 1973, in violation of federal safety 
and health regulations, and Alaska State OSHA law. 

(A bonafide epidemiology study cannot be conducted 
without ALL worker's radiatian exposure records.) 

* They decided to monitor, the skiff (instead of the men)** to 
determine the amount of gamma radiation two locations of lost 
Cesium 137 (imbedded in the shaft) the workers were exposed to, 
during the cannikin cavity mining 1970-1971, and skiff stoppages. 

The workers have demanded these records. Now, DOE declares 
these monitoring records have been LOST. 

* They were required to use special dosimeter devices, at the 
time Neutron capsule tracers, (or other devices) were emplaced in 
the boxt&> cavity during July - August, 1971.^ 

High tech federal personnel were monitored, and the special 
^ dosimeter union worker exposure records cannot be found. 

* 'i^They ran into problems, during the drill-back in 1972, and 
released a large amount of Krypton 85 gas. without informing the 
general public or the union workers at the site.* 

The workers have requested a cassplete aixalysis of ALL the 
elements contained in the 1972 KR-85 radioactive gas release. 

* The "Cannikin Papers" classified in the early I970's, prompted 
a lawsuit by Congress against the Government. (Patsy Mink v. U.S.) 

The workers and ATA6 members requested Declassification of the 
"Cannikin Papers"; and ALL of the elements in the Neutron 
Capsule Tracers emplaced in the Cannikin bomb cavity: and 
testing of the water^'^ during the 1972 drill back, through 
the Alaska Department of Environmental Conservation (ADEC) 

Alaska workers are requesting ecjual treatment. It is known 
that AEC federal workers based on Amchitka for a period of time, 
also developed radiation related cancers, or are deceased, but 
received medical care and death benefits under Title 5 D.S. Code, 
funded by our tax dollars, with no questions asked. While Alaska 
workers who were sick or deceased could not obtain their medical 
care or death benefits because they could not "PROVE" their 
rad|iation exposure, due to the AEC withholding classified 
docivnen’ts. This is not fair or just, having two classes of 
Amez^can Citiaens at the same work site, and DOE needs to make 
amends post haste . 
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International Instithte of Concern for Public Health 

71»-2i4 Qmbm Qwiy Twwto Oalitto MSI IBS CANADA 

Td: 4-Ml«.Mfr4S7S: Pu: « MIS-MB-MM; I«mB; PCPfiewipMtFm.cgni 




Testimony Prepared by Rosalie Bertell, Ph. D., GNSH 
Estimating the Exposure to Ionizing Radiation Incurred by the 
Workers at the Amchitka, Alaska Site of Canniken Nuclear Test 


Enclosed; 

Docii^ent-4 : Summary of Data on Potential Worker Exposures to Ionizing Radiation, Amchitka, 
Alasklri968 to 1972. 

Document 2; Special considerations relative to the former worker, Nick Aleck, who died in 197S 
of leukemia. 

Documem 3: Curriculem Vitae of Rosalie Bertdl 

I declare that I have prepared these three documents myself, at the request of the Alaska 
Stide District Council (^L^rers and Bev Aleck, widow of Nick Aleck. 

Swmnby; 

Date: / 3 > /999 

Toronto, Ontario, Canada 



^fc y i ed Kgkt tft6 

CiMritable Ttf NMMbcr 1300 1530 RT SMl 
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Summary of Data on Potential Worker 
Exposures to Ionizing Radiation 
Amchitka Island, Alaska 


SOURCES OF EXPOSURE: 

The work^ ensures to ioniisng ladiation at Amchitka, ^ve diet due to normal cosmic and 
terrestrial e?qposures. were pnmanly due to; 

1. ^ Groynd water transport oftritium from the underground nucleartest shot called Longshot 

2. Exposures associated wifrt ndioaetive sources brought in. stored and moved out of the 
Birdwell storage stnui^ture or eisevdiere on the site. 

3. Exposures due to working in the shaft and cavity, including those from above normal levels 
from natural sources in the ground and those due to cesium sources embedded in the wall of 
the shaft 

4. Exposures related to subsuifice diagnostic capsulated sources and the Radioisotope 
Thermoelectric Generators (RTG’s). 

5. Material released from the Canniken re*entzy operations in 1972. 

6. Ex|>osure$ relat^i to active andA^ passive smoking of minera in the shafr and/or cavity. 

Each of these potential exposures will be considered separately and then a maximum and minimum 
exposure estimate for a theoretical worker for one ytsar will be estimated. Ionizing radiation exposures 
fixMnueeial assigrunents and from the Catuiiken rensitty operation are also considered. It should be 
noM ^ exposuie to rasidua! radiatitH! contamination of sot! and sur&^ water from die tvi^ prior 
nuciear'Itets on Amdutka was not well dorannented by man^tfs of the Carmikm sht^ in documents 
which 1 examined. Therefore, the estimate here calculated is likely to be conservative, i.e. less than 
the actual exposure of the Workers. 

1 . TRITIUM WATER CONTAMINA-IED FROM LONGSHOT IK SHAFT AMI PIT. 

Document 7-G. called Project PJQNOCCHIO, Seal Hunt II - Air and Water Sampling at the Long Shot 
Site, Amchitka, 1 3>24 November 1966, by Pierre E. Biscaye, noted significant radioactive krypton and 
tritiated methane in soil gas and dissolved in suifrce water nev the Amchitka site attributable to Long 
Shot. Long Shot was an 80 kiloton nuclear device detonated at 2,300 feet depth one year before 
(1^5). Test holes, including UA-l. the shafr lor Canntiran, were sampled above the 1525 f^t d^th. 
Some svnplcs marked UAe wera taken at different depdis, but ail were above 2000 feet deep. These 
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measurements must have been primarily of air fillout, since the ground water flow would likely be 
into the next lower aquifer at about 2300 feet Ko actual measurements of this contamination were 
found among the papers I surveyed. 

Table 5 "Tritium Content in Amchitka Test-Well Water (NVO-1229-I13 Part I) - August and 
September 1967 -reports tritium in UAE-1 sample ranging from 12 to 97 TU, or equivalently. 39 to 
3 1 3 pCi^. This also appears to be sui&ce water measurement 

Table H, B. Long Shot Surveillance Network Land. (Document 7-E) measurements in WHX-WLl 
for 19 and 27 October 1969, show 930 and 3700 TU respectively. This is equivalent to 3000 to 
1 2,000 pCi/L. The depdi at which this sample was collected is not given, but it was presumably below 
the nuclear explosion affected aquifer. The values for the MUDPrT-A3 were intennediate to these 
values. 

Exhibit?, “An Interim Summary of Tritium Data for STS “A“, Amchitka Island, Alaska July 1,1970 
thrxH^ June 30. 1971" by E R Essington (NVO-1229-172, UC-41); It is clear from the data that the 
tritiunt|paasured is not “old water” with about 1 TU. but it has been contaminated with suffice water 
and also, likely ground water, which has been contaminated from Long Shot At the bottom of the 
printed part on page 22 there is a notation th^ tritium was measured at about 20,000 pCi per liter. 
“Old watm*”, with I TU would be expected to have 3.23 pCi per liter. 

Table m Tritium Content of Amchitka Island Water Samples. A. Background network • Land, reports 
measurements during October and December of 1970, including BC-TAP-WH2 and UA-l, around 
30 pCi/L in BC-TAP-WH2, and 3 to 1 0 pCi in UA-l. 

Document 7-L “Hydrogeologic Processes and Radionuclide Distribution in a Cavity and Chimney 
Produced by the Cannikin Nuclear Explosion, Amchitka Island, Alaska Geological Surv^ 
Professional I^per 712-D. Prepared on behalf of the U S. Energy Research and Development 
Administration. WELL UAE-l , aquifer 3B, SOOO to 7000 feet depth, rqrorts Gross Beta/gamma as 
1 3 7 cesium equal to 1 8. This appears to be background levels before t^ Canniken shot, since the 
locations were sampled between 1964 and 1972 at Constantine Spring and between 1967 and 1972 
at White Alice Creek. Since the background in UAE-1 was given at 282 cpm gamma (in Document 
7-W), one can assume that the beta count was 5076 cpm. or about 85 counts per second. Assuming 
duu this is tritium and the sample was one liter, this wmild imply about 2300 pCi per liter. I will make 
the Asumppon that the water at the bottom of the shaft in UAE-1 contained between 2300 and 20000 
pCi/liWtritium. Because of the extreme heat in the pit (see exerpts from the tapes of Nick Aleck. 
May-August 1971 ; “It was sure hot down there It must have been at least 140 degrees.”), the tritium 
would have also been vaporized and inhaled. There is no indication that the mm ^vere tested for 
internal contamination. It vrould have been vrise under the circumstances. Tritium has a relatively 
short biological half life. However, a fraction of the internal tritium is incorporated into organic 
molecules, said to be organically bound, md this has a biological half life of about three years. 

Using the conversion fictor from “Dose-rate conversion fictors for external exposure to photon and 
electron radiation from radionuclides occuring in routine releases from nuclear fuel ^le frMsilities'', 
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by D^. Kocher, Health Physics Journal 38: S43-621 (1980). namely immersion in water containing 
I micr^urie of tritium per cubic centimeter (or 1 ml) is 5.26 X 1 0000 mrem per year (or 6 mrem per 
hcHir). one can estimate: 

At 2300 pCi or 0.0023 microcarrie tridum per lil«. or equivalmitly, O.OCK)0O23 mio-ocuiie 
tritium per cc. workers in the mine working in the dripping water would be exposed to 
0.000014 mrem per hour. Workingatenhourday.sevendaysa week for three weeks, this 
would be 0.003 mrem per four week work period. There were 1 3 such work periods in a year, 
meaning a likely dose of about 0.038 mrem per year maximum from this source. 

At 20000 pCi per liter the exposure would be 0.33 mrem per year. 

Certainly some of the tritium would be in the water vapor, and would be breathed or ingested. 
However, this does not seem to be a major pathvray for the average worker’s exposure. 

2. STORED RADIONUCLIDES ON SITE 

Most of the radionuclides used in the operation were stored in the Birdwell Storage Structure. In this 
structure, according to Document 6’B. Eberline Instrument Report dated 4 September 1968, were 
scandium 46 and cesium 137. Scandium 46 has an S4 day half-life, and gives of 0.889 MeV gamma. 
It is mighlj^radioactiws and dang^us. There w«re seven oesiitm soumes: Pw 3S mCi. giving off 
^>out!l0O mrem/hr at 5.5 inches; thr^ 200 mCi sour^, ^ving off 1000 mrem/hr at about 7 inches 
and two 800 mCi sources giving off 4000 mrem/hr at about 7 inches. These are very strong sources. 
There was. additionally Pu-Be. Radium and Krypton 85. 

Certainly work^ unloved these source when ams^. placed them m storage and remo^^ them 
p^mdically for use. Some workers must have supervised the storage ^cility. It is not bdle^ble that 
personnel radiation badges (TLD’s) "nearly all of the time” lero. Genoal levels of radiation in 
the storage structure were S to 10 mrem/hour. Worker badges were designed to give cummulative 
exposures over one to three month periods (different time periods for evaluation were given on 
different documents). Assuming that the workers were involved in activities at the storage structure 
for, on average, one hour fwr week, their yearly acposure from this scun% v^uld be betv^^ 2S0 
mrtfn/yearand 500 rm«n/year. The maximum \wsddy esqxssure according to document 2*&, was lOQ 
mrem/week or 3900 mrem/year. Some of the TLD’s were apparently evaluated monthly (21 days of 
work at 1 0 hrs a day), and had a minimum detection level of 30 mrem. Therefore 360 mrem dose per 
year could have occured without detection by using TLD's. 

3. BACKGROUND LEVEL OF RADIATION EXPOSURE AND EXPOSURE DUE TO 
j WORKING IN THE SHAFT AND PIT. 

^ ^ 

DocutfTent marked Exhibit 1 2, dated 3/1 1/72, notes that background on Amchitka was measured at 
30 cpm. This higher count may be due to the high latitude. Generally in the United States the 
back^ound measuremmt is 1 0 to 20 cpm. Backg^und in tlu shaft as measure in HkKuiment 7-W. 
was noted as 282 cpm for both mud and water at all depths. This is not unusual since all hanf rock 
miners working underground are exposed to uranium ore bearing rock, and higher than normal 
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exposure to ionizing radiation. 

Workers averaged about 4 to 5 hours at a time in the shaft and/or pit at badcground tadiation levels 
about ten times higher than they would have experienced from background radiation had they stayed 
on t^e surface of the island. The men worked ten to twelve hour shifts. My estimate would be that 
working pnthe surface of the Island exposed one to about 132 mrem per year background radiation. 
Workmg the shaft and/or pit ackled 0. ! 35 mrem pa hour. That is, to the 0.01 S mrem/hour >»diich 
hawK been e3q>eriffieed in wt^king dte tnodier 0. 1 20 m wn^hour due ftie v«^)rlqplace 

being deep under^ound was added. At 10 hours per day. 21 days per work period, and 13 work 
periods per year, this adds 328 mrem^ear above normal (surface) background to the worker’s ionizing 
radiation exposure. 

Another Document, dated 7/8/7! ODTL repotted badc^ound radiation lewis for the island at 2.3 
mrem per week, or 120 mrem per year. This is close to the previous estimate, and using this for 
bacl(^ound would give 340 mrem per year added esqxKure due to underground mining environment 

There were two double cesium 137 sources in the wall of the shaft. At 64 feet above or below each 
of these sources. embedded at 728 feet tni the other embedded at 2341 feet depth, the radiation 
«qx»su^ vm about 0.1? mrem/hour. The one f(K)t area titered amund the scniiw measure above 
3000 mrem/hour. A reasonable «timate of the dose average ft>r the entire 1 28 feet vutical distance 
centered at one source would be 12 to 1 8 mrem per hour One worker travelling in the man-cage down 
and up the shaft, once, would pass 4 X 128 feet or SI2 feet affected by these two sources. 

Thetentire round trip is ! 2.CK)0 feet, so the contaminated portion is 4.3%. The total time for a round 
trip v^^iven as 20 mtnut(». of which 4.3% or 0.86 minutes are sp^t in die cesium affected fidid. 
If this round trip occured at this rate, without stopping in the shaft, it would add between 0. 1 7 and 
0.26 mrem per trip to the worker’s exposure. The average velocity of the man cage may have been 
much slower, based on worker experience of trips lasting one or two hours. 

The avenge worker iti^e two rmind trips pet day (they surface for lunch), and tihey w>fker 1 0 hours 
adayfor21 days per work period, 13 wodcp^icKis p^ yeu. Overthecourseofftieyear. the worker 
would have between 93 and 142 mrem additional exposure, if the round trips were actually 
accomplished in 20 minutes. 

Allowance should be made for unexpected stopage while riding the man cage. Appuently v^kers 
did not always wat TLD's while working in the sh^ or pit, and individual rec£»rds of u^rkt^’s 
exposures were not kepi (or have been lost). About 64 men were employed as miners and they worked 
in the shaft and pit. The man-cage appeared able to carry 2 to 6 men at a time, usually carrying four 
or five in one trip. It made about 30 to 36 round trips a day. or 10,000 to 13.000 round trips a year. 
At a 1 0% failure rate, one can assume between 1 .000 and 1 ,300 stopages in the shaft in a year, with 
about 32 to 40 stopages in the vicinity of the C4»ium sour^. Assume also dial when the man-cage 
stopped, it took an average of one hour to gm it working again. Stoppage wu app^entfy fioquent 
enou^ that the radiation protection st^ ordered diat the eleven ampules of radioactivity to be 
empl^ftd in the shaft near the end of the excavation be sent down without a person in the man-cage 
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$0 that there was no danger of anyone being stopped in the shaft with these sources. 

Just based on random st(^)age and random place of stopage, one would expect a worker making about 
546 tnps in the man cage per year, to have experienced 54 stopai^es of which 2 3 (on average) were 
in the vicinity of the cesium sources. Such prolonged time near the sources could result in exposures 
between 28 and 41 mrem. There would be higher partial body exposure near the center of the 
radiation field genmted by the cesium source. Partial body exposures, for example exposure of an 
arm leg. or abdomen, may have been as high as 3000 mrem near the center of the field. 

4 *E{POSURE RELATED TO SUBSUREACE DIAC»IOSTIC CAPSULED SOURCES AND 

RADIOISOTOPE THERMOELECTRIC GENERATORS (RTG’s) 

On or before IS July 1971, eleven radioactive source, capsules to be placed in a spherical 
dodecahedral array in the UAE-1 cavity arrived at Amchidca. They were stored for about five weeks 
and emplaced the second week of August Installation required 3 people, who were expected to take 
3 hours for emplacing all eleven capsules. Each capsule off neutron and gamnu raidiation. There 

was no indication in the Document marked Exhibit 8. that a quality factor for neutrons had been used 
for conversion of mR, as measured, to mrem dose.. For gamma radiation, the mR per hour measured 
is converted directly into mrem per hour. Neutrons are highly effective at inducing cell 
transformations, the first step in causing cancers, and are therefore multiplied by 10 vdien converted 
into a mrem dose. They are much more cytotoxic and carcinogenic than are gamma rays. Tl^e is also 

swrtfroy . tfutfibnAfff j ai i iiymg . tharfe t.'is! 

Academy ofScience}. According to the testimony ofDr. Jim Corothers on 12 December 1997 (510) 
422-7010{LLL] they were fast neutrons, “&st spontaneous fissionable material... in the MeV Range". 
According to Corothers, the “0 ring/ 4" x 1 1/8 Cylinder cst. 700 mR/hr neutron". 

For assessing the dose from neutrons, a quality factor should be used as a multiplier of the mR dose 
measuf^.'^I will assume the error in thereportingofthe neutron dose, given as 48 mrem, since there 
is no mention of this conversion factor having been used and since under the circumstances, the 
estimate may be orders of magnitude too low. 

Each one of the eleven capsules a ring, called the "0 ring", by which it could be held. In close 
quarters, I would estimate ftiat the person would hold it about 1 foot from his body, with the capsule 
coming at about the midiine. This midline dose could have been about 3.5 mrem/hr gamma and 
between 480mrem/hr (48 mR X 1 0) and 7000 mrem/hour neutron. Over a three hour period about 
two hours could have been spent actually holding a source by the ring and attempting to place it on 
the pre-prepared hook. The exercise may have given a radiation dose of 960 to 1 4.000 mrem. No 
TLD records for this operation were found, although according to Document 8-E. F.. “Personnel 
dosimeters (TLD) will be worn by all personnel during the downhole installation of the capsules". 
Personnel were warned to stay at least five feet from the paint can containing the capsules, however 
this must have been difficult in cramped quarters and with the task of emplacement of each of the 
eleven capsules on hooks on the shaft and cavity wall. 
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If the men were being measured against die maxhnuin pennissibie radiation exposure for members 
of the public, namely. 500 mrem per year, this job deariy involved an over-exposure. Nuclear 
workers were at the time pennitted a maximum of 5,000 mrem, a limit which also was likely 
exceeded. 


5. MATERIAL RELEASED FROM IHE CANNIKEN RE-ENTRY OPERATIONS IN 1972 

Exhibits 1 1, and 1 1 A throu^ 1 1 L. refer to measure m ents made after die Canniken shot Between 
January 1 and Decendier 31, 1972. 4000 odiic meters of radioacti ve gasses were released, in the cleanup. 
The composition and this gas, and the release dnamg is given by Eberline; 

Exhibit 11. Eberline Instrument Corporation estiniated 4000 cubic meters of gases were released during 
perio|is in 1972; containing 0.25 curies S5 Kr, 4.0 millicuries KTO, 1.0 curies HT and 0.3 miUicuries 
I4C: , 

iar 


Periods ri 9721 

GasYohimerM^l 



1 Jan - 20 Feb 

130 

51 

2.55 

2 1 Feb - 8 April 

630 

48 

13.13 

9 April - 21 May 

1100 

43 

25.58 

22 • 23 Juty 

1710 

63 

27.14 

24 July - 15 Oct 

220 

84 

2.62 

16 Oct -31 Dec 

210 

77 

2.73 

TOTAL 

4000 

366 



The average release ofttiis gas was 11 cubic meters per day. The number ofcuries of Tritium released, 
whether as water vapor or tridated gas, was aboix 4 times die number of curies of Krypton 85 released. 
Curies of Krypton released were on average almost 1000 times the number of curies of Carbon 14 
released. An assun^Xion is made that the gaseous luxture remained homogeneous over the year. Both 
Krypton and Tritium would have contributed measurable doses to skin, however. Krypton would have 
provided the largest vixile body dose. 

Betwen^>/2S/72 and 6/3/72, 15Qcubicfeetofgas.containing 1 iiii]licurieofKT85 was released. Since 
150 cubic feet is about 4.25 x 10E(6)cid>ic cm, and 1 millicurieis 1,000 microcuhes of Krypton, the gas 
concentration was about 2.35 x 10E(-4) itucrocuries per cubic cm. According to O.C. Kocher (Health 
Physics Journal 38:543-621, 1980, 555), the whole body dose received from immersion in 

radioactive gas, with das concentration of Krypton 85, would be 1 .23 x 1 0E(7) mrem per microcuiie per 
cubic cm per year. For die rdease in question, diis would be 8 mrem per d^ (assuming that the workers 
were exposed over die whole 24 how peiiod). A worker who spent 30 on Amchitka, working under 
these circumstances, would receive about 240 mrem dose. 

The combined slan dose from Krypton 85 and Trithim, would have been considerably hi^ier, as much as 
66 mrem per hour. Hence woikeis may later experience skin cancer. Both Krypton and Tritium can be 
breathed, pass ihrot^ the lungs to blood and circulated throu^iout the body. A small portim of the 
Tritium can be retained in the body, the orgnically bound fraction, with a half life of 300 days. Dose (o 
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bone m^row from ^Kiy|mxi.^ssrafic»t<k>^ SI Mood ami bofiedi5ea» Oology, would have been 
10 mmn per di^. or 300 mrem for a 30 d^ stay <» die bland. Some workers have staged for as long 
as 90 d^ and otheis may have stayed for only a few days. This radioactive gas would have been in both 
the work space and the Uving space of the Island Kiypton is a heavy gas. chemically inert but radioactive. 
It would stay close to the earth. It has a half-life of 10.72 years and evoitual^ becomes distributed 
^obally. Spasmodic releases would iik^ st^ in the vfcinity of die rile for several is calm weather. 

Wdh a lugh wind, it mi^t di^ime quic^. I made Oki con^vahve assump^ due thee was im biuld 
up of Krypton, diat is aconqd^ air ch«^ in 24 hours. The doses to workers could have been high^ in 
calm air. or if the gas contained radioactive particulates, and tower if there was a high wind. 

Workm were also expcned to the contamin^ed waste at die cleanup site. Thve woe nine 55 gallon 
drums mtfsuring 0.S7 mR^iour on cofU^ and five wood«i bmees cm ridib, measuring 0.02 mR/hour. 
The documents stato diat ‘*A1I Birdv^l! sources are packag^l in accordance with DOT n^iarions.** 
Certainly the workers handled diese sources and did the packaging The date on 1 2 B is 1 5 March 
1972, and there is a second Document 12 C which covers 16 July 1972 to 28 July 1972. I am 
estimating that the cleanup took place over two, two week periods, or over approximately 20 working 
days. I am also assuming that the handling and packaging of the Birdweli source materials and other 
mis^Uanepus cleanup of die contamiiMt^ sito was at the 100 mr^ per <hy level whtdi uos 
estinu^pd'for a workers maximum per week when this matma! was in storage. For tvwmty working 
days, the estimated exposure svoutd be 2000 mrem, in addition to the caqtosure due to the Krypton gas. 

Document 1 2 B contains a note written by L. 0‘Keill. relative to; “The Dowell sources (2 blending 
trudts vrith 50 mCi Cesium i 37 sources) safely packaged, however, in my (pinion the packagfe does 
n<A DOT specifications.” Iliis would indicate that the pac^ge was |4i^ically secure ^ tm 
properly sheilded This would also pose a direct radiation exp<»um hazard for the workers. At about 
1 8.6 cm (8 inches) from this source one would expect doses around 500 mrem per hour. Working 
around the trucks would have carried a risk of further exposure. 

6. EXPOSimES RELATED TO ACTIVB AM>/OR PASSIVE SMOKING OF MINERS IN 
THE SHAFT AND/OR PIT. 

I considered the Document dated 1 Nfoy 1 970, reporting a converution with Ray Peters, a miner at 
Amchitka, in vdiich he noted the 6re hazard associated with v/oridng the shaft I consider this incident 
to be a si^ificani indication of poor safety practices at the shaft and pit According to this dialogue, 
1 10 gallons of oil had been pump^ down the ait pipe. It went to the b<^^n of the hole and was 
bto^ bKk up the casing wham it mix^ with the nist This nist-oil mixtore would tftim if 
by a lighted cigarette. Apparently there was at least one fire at 4500 foet depth. This obvious Ere 
hazartft^liich went unchecked indicates an unacceptable level of safety consciousness. 

It should be noted further, that the« was a hazard for smokers resulting from the leaditng of radon gas 
frtxn natural rode pierced by the shaft. R^on is aboiK sev^ times heavier foan air ami wcHild ^id 
to settle near the bottom of the shaft ft was well knovwi at Ute time that smokers in uranium and other 
hard rock mines experienced lung cancers at a higher rate and with a shorter latency period than did 
non-smokers. This excess for the miners was greater than could be accounted for by smoking alone. 
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IWe a a ndto^ve in ci^ffeBes^pdoRiiBn 210, which » abo (Mie of tl» d^y fnroducts 

of ra^on gas. the combination of these two sources was hazardous. Polonium 210 is stored in bone 

and caa^iihplicated in bone cancer and some leukemias which originate in bone marrow, ^appears 

t}atth^hazardwisnottalKnmtoacGOuntbyw(^cplicepfactice,norwBStt»poitedasariskio the 
workers. Evendioughdiehazafd^pesstvesniokinghadnotbee&^neraiiytalkedaboutat&atpomt 
in time, it also was a reality in this workplace 

SUMMARY: 

Ionizing radiation ecposure above normal background levels experienced by the average worker at 
AfTiciutkaper^aru«re: ^^iwmdMmimimi(ntfem) Estimated Mixiinuin{mmm) 


Due to tritiated goimd water 

0.04 

0.: 

Due to stoi^ Radionuclides ott site: 

250 

3900 

Due to bdow g^utd work site: 

228 

340 

Due to ’’lost” cesium sources: 

93 

142 

Due to accidental stopagc of the man-e^; 

28 

41 

TOTAL FOR AVERAGE YEAR: 

699 

4423 


Ther^ were additional ionizing radiation exposures for men who had special assignments, or who 
helped.iiUlie cleanup ^er the Cannil^ detonation. 


Extra due to encai^ulated sourcfs 

Extra exp<»iuras due to Cannikeo Re-en&y: 

960 

14,000 

Krypton 85 exposure 

240 

240 

Handling and packaging of sources: 

2000 

2000 

Dov^il sources: (1 to 2 hours) 

500 

1000 

TOTAL DUE TO SPECIAL ASSIGNMENTS: 

3700 

17J40 


CONCLUSIONS: 

Although the workers were apparently told that their work was not ’‘hazardous”, they were actually 
classified as nuclear vmrkers. and v^e <»:{»sed to le^ of ionizii^ radiation frcNm noii'iiidural 
and/or non-nonmai sources, above the level wdiich at that time was permitted yearly for the genera! 
public, namely 500 mrem per year. In 1990. the International Commision on Radiological Protection, 
a body which the US hdped tofi>und in 1951, unanimously declared that exposutestetlte public 
should not exceed 100 mrem peryearrxt a dtronic basts. In &ct, dtey found, in 1^4, thtt lOOmram 
a ye^ expoj^ure was an amount above which everyone agreed that the exposure was hazardous. 

The estimate average et^rosuns of vmricers clearly in the ran^ ex|Mteted of nuctw wc^cera. 

yet they did not have the protection of Radiation Safety Training or instruction in the proper usage 
of the Thermoluminescent Dosimeters (TLD’s). The lossof worker’s exposure records, or the fitilure 

S 
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to keqs such reconh. was inexcusable since radiation protection formalities were well established by 
the late 1 960^ and eviy 19^. The doses received fay dkeoiendiirkHl special assignmmts and during 
die post-Caisiikefi ^anup, e9o:eeded tiwpeni^iMe qtiarferiy dose of 12S0 mrem and the maximum 
permissible yearly dose of 5000 mr«n. bt 1990. dielCRP nxxnmnended die reduction r^woricer 
exposures to ionizing radiation to below 2000 mrem per year. 

f 

6a how die doses were calculated, i.e, wbedier calendar year or work year was used, doses 
to wori»$ may cleariy have exceeded the 5000 roiem yearly maximum with the special 

In my t^anion dtese wodcer exposures cui be eiqwcted to mult in at least one or two excess ladiation 
induced and radiation promoted cancers, and other ill health among the workers. 



Rosalie Bertdl, <^SH 

President, Internationa! Institute of Concern for Public Nfeafth 
7 1 0-264 Queens Quay West 
Toronto ON M5J IBS CANADA 

tm 
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Indigenous People's Council for Marine Mammals 

P.O. Box 100908 

9 november 1994 

Bev Aleck FwfWl) 219-8341 

i 1220 E- 112 Ave. 

MEMBtRS:^ , Anchorage, AK 9951S 


Alaska Esktnw 
Whatiflf Comtmssion 


Dear Bev, 


Alaska A Imiviaiuii 3C sorry tor the delay in reviewing the 

Beluga Whale Cwnmittet »aterials vdiich you generously provided to se. I 
hope you do not mind hut z have copied this letter 
AiasksScaOtier to those listed at the end of the letter as I 
Comrassion believe that what I see in this data will be 
interesting for them as well. Perhaps with 
AfctkMwifie everyone working together we all can get some 
Resources CoffimistioB clarification of our concerns. 


Assn, of Village 
Council Presidcnis 

Qrisiol Bay Naiivc 
Association 

Eskimo Walrus 
Commission 

inuii Circjfmpolar 
ConfcfCBce ^ 


Pribilof Aleut Fuf 
Seal Commission 

Southeast Native 


Z talked with Ron Klein at DEC <m Moveaber 
2rd. He informed me that the hazardous materials 
survey that was planned for Rmchitka this fall was 
not funded. He anticipates that that work will be 
done next year. He did say the Havy flew in and 
took some samples in a few hours last mon^ but 
that it was not a ccn&prehensive survey as is 
needed and only looked at hazardous materials not 
radiation issues. 


aisci^^ing iinSs?^" I was Intfirfi^Cea to see that 
human blood had been sampled for were found 

to have a mean of 9,000 pci/1, and urine for 
where levels up to 9,400 pCi/1 were found. I was 

frustrated that there was no follow-up either over 


Subsidence Commission the short-term or the long-term. During their pre 


RorAL CAP STAFF: 
Cart Jack 

SubsiSJence Director 


and post-tests they found that Adak residents had 
higher 'H levels. It was also frustration to read 
that ^^^Cs in Local tests were higher than at the 
Nevada Test Site but lower than levels observed in 
more northern Arctic villages. With this 


_ knowledge there has been no regular health follow- 

SubsisieLSi™... the r^idents in these comeunitles 

With known elevated levels. 


carl Hiiu .. 

MariraMOTiMlOiolosisi Adak's ■’H air level vas up to ten tiaes 

higher (at 4.9 pCi/m-*} than other areas (at -S 
pCi/m^). Attu'B vegetation was the highest in 
at 3,400 pCi/1. Attu had the highest 
. levels in the soil both In the top inch (410 


pCi/1) as well as the next two inches (300 pCi/l). 
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Chignik was the highest In in the soil in 

the top inch (9.6 pCi/kg wet weight) and the next 
two inches (2.4 pci/kg ww) . Marine foodstuffs had 
the highest •■H readings at Mountain village, 
Annette, Togiak, and Aechitka with readings of 
over 440 pci/kg ww. 

Were any of these indications of radioactive 
pollution froe Russia? It appears likely, if so 
what about other western Alaska cosmunitles? Did 
they have similar levels and if so for how long? 

It was also Interesting to note that the post 
test Gross Beta radiation in water or snow which 
was measured was vary consistent around the survey 
region with three exceptions. Those three samples 
were roughly 100 times the other samples (up to 
320 pci/l) . They were the three samples taken in 
the ocean surrounding Amchitka after the test. 

The article "Atoms and otter" from the 
Anchorage Daily Tines in 1971 was quite 
ihteresting. The fact that the researchers knew 
that the 1965 Longshot site was leaking within 
the first year and yet the information was not 
released to the public until 1969 after the Milrow 
test. This means that those working on the island 
were "domwinders" as well as being more directly 
e^osed in the aquitem w hich poured i n on then as 
they were drilling the Milxow shaft just one mile 
from the leaking Longshot project. They were all 
‘>eing_exposed to the. leaking tritium. 

The loss of the U.S.S. Robert L. Stevensen 
with 4 million pounds of munitions on board was 
surprising in itself. Add to it the subsequent 
unsuccessful tionbing which added at least another 
2,000 pounds of explosives which did not detonate 
And 24 other boabs which could not set off the 
entire collection. Result, the Mavy put a point 
on the map 16.5 miles southwest of Aleut Point on 
Amchitka as an exclusion rone. This collection of 
unexploded ordnance could eventually cause 
increased concerns over the potential tor Amchitka 
to release its deadly load. 

The LTMHF data reported on 21 September 1992 
was the most difficult to go through. The 
background data is from 1977 through 1991, but not 
from before any of the tests for a baseline. The 
data was a bit frustration to sift through as it 
IS arranged by site and therefore difficult to 
compare by date. It is particularly frustrating 



788 


to see the lacJc of data at the three ground reto 
sample areas over tine. 


There were four readings which are so 
signrfioantljr different fro* the rest that I iust 
do not Know what to nalce of then. Three are froe 
an area caHed the Decon Pond and are* 

*^®PU 7.38E-06 pCi/1 

-4.f2E-Q6 
9.S1B-04 • 


The fifth is at the WL-2 site at Longshot 
where they had an alpha radiation reading of ~ 
8.92E-15 pci/i. These are exceptional as aXl 
otter readings only wary fros factors of +02 to 


*ne nurance or tne data ail appeared very 
well clustered as far as general levels. Kone 
indicate any sajor release nor releases that are 
currently considered biologically harmful. There 
were some interesting numbers which seen to 
indicate slight but regular increases. 

overall I would conclude that Longshot 
released H for a number of years and that slowlv 
the levels declined. Later levels of ^Sr and 
u a^ u went up slightly. The Milrow test 
site also was showing slight elevations in S®Sr in 
Cleaverge Creek and Heart Lake. I do not think 
that these two sources are contamination from 
but the gradual isovexent of seme of the 
mid-weight radionuclides from Longshot in local 
aquifers. Cannikin I believe is leaking. It's 
Sr was elevated in 1927. it is interesting to 
ar™ 5”^*^ the highest levels of were meaLred 

around Cannikin in 1977 and never measured again 

summary. It was known 

that the migration of these radionuclides would 
take time, much longer than sir years and yet no 
further testing has been done according to this 
report. Hiis can been seen as very poor science 
or as an attempt to keep levels of concern from 
the public record. 

^ will , list here the items that support the 
above statements. See attached maps for 
reference. * marks the highest reading i could 
find within the materials and cempares the level 
to a rough average estimate of background levels. 
Please note these are not exact as I would need 
more time to breakout all the background levels 
per sampling year but I believe that the numbers 
do give an indication that more monitoring needs 
to be done for better information. 
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Longshot 




Hud 

Pit 1 

238u 

1.26E-01 



234u 

1.81E-01 




2.00E403 

Mud 

Pit 2 


2.50E-i-03 

Mud 

Pit 3 

®°Sr 

6.30E-01 

EPA- 

1 


1.20E+03 

Reed 

Pond 

90sr 

2.10E400 

Well 

G2-1 


5.30E403 




7.26E+03 



30sr 

1.50E+00 

Hell 

G2-2 


1.80E403 

Well 

WL-2 


l.OlE+03 


1982* 5xb avg. 
82* 6xb avg. 
77 
77 
77 
77 
77 
77 
78* 

160xb avg. 
77 
77 
70 


Mllrow 

Clevenger 

Creek l.sOE-fOO 77 

Heart 

Lake 3®Sr 2.00E-fOO 77 


Cannikin 

Cannikin 
Lake S. 
Icebox 


Lake ®0sr 
Pit south 


Of G2 


HTH-3 

®°Sr 

White 


Alice 


Creek 

®°Sr 

Cannikin 


Lake N. 

sosr 


l.B0E*0O 

i-eoE-fOo 

2.30E-f00 

1.7OE4O0 

2.30E400 

2.20E400 


77 

77 

77* 4xb avg. 
77 


77* 4xb avg. 
77 


Background levels 1977-1991 (b 


average est. 
average est. 
average est. 
average est. 


^Sr 6.35E-01 
2.40E-02 
3,30E-02 


avg.) 


Note: The multiplying factors with + and - 
signs after the letter E are key to understanding 
the above numbers. +03 means multiplying by a 
factor of 1000, +02 by lOO, +01 by lo, +00 by 1 
-01 by . 1 , and -02 by .01. 

It is unclear at this time as to the 
potential environmental or health risks related 
these factors. It should not be assumed that when 
a level is for example five times the background 
average that it provides a risk more or less or 
equal to five times the background risk. 
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For your concerns on your late husband Nick*s 
exposure I would think three things. First he 
and all the workers at Aachitka were 
"downwinders." The island is known for its 

ukan xeaxxtig ~n inro 

surrounding water sources froa the start and the 
inComation was not Bade public until after the 
work on Mllrow had been completed. Hick's work on 
the Cannikin shaft was therefore within a few 
miles of a low level radiation source and had not 
been advxsed otherwise. You have stated to me 
that Mick told you that there were no warning 
Signs and that during off tine he had visited the 
two grou^ zeros. Mhcn he lived at the base for 
the Cannikin work he had to drive past the other 
two Sites to and frttB his pit. Xou have also 
stated that the workers often fished in the local 
. p<»uls and ate »diat they caught. It ’irauld be 
interestii^ to kiwsw which ponds were used and the 
possible levels of radioactive contamination that 
was in those fish. From all this, the workers on 
Amchitka appear to qualify as people living 
"downwind" fro* nuclear test sites. 

Second, there is the source of the level of 
contamination in the mud pits at Longshot. if the 
radiation case fros the drilling auds then the 
hole was obviously contaminated at the tine of 
^*^illing- These do not appear to be NORM 
(naturally occurring radiological materials) which 
are part of regular mining operations. If the 
radiation did not come out with the drilling 
materials then the elevated levels can be assumed 
to be coming from the blast. Nick worked on the 
drilling of the Cannikin shaft and was in a 
constant rain of water from subsurface a^ifers. 

It is possible that the radiation from either one 
or ^th of the previous tests had contaminated the 
aquifers, as is suggested from the creek and lake 
data at Hiirow. 

The attached DOE map of freshwater and 
aquifers indicates that the Cannikin shaft had to 
drill down through multiple aquifer levels and go 
deeper than the tvo previous sites. Xt also 
indicates that Longshot was well within the 
dynamic water system under the island. It is 
interesting to note that the map only indicates 
water movement dovn from precipitation and out 
through the mass of the island. It does not 
mention that springs are feed from below and that 
fresh water on oceanic islands comes not from 
precipitation but from a fresh water dome that is 
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maintained under the island. In either case the 
assessment of where these aquifers cone in contact 
with either the terrestrial or marine environments 
needs to be monitored. 

Third you mentioned the use of radioactive 
tracer materials in the concrete used to reduce or 
stop the flow of water into the pit. it would be 
interesting to learn more about that material, 
what was its level and source of radiation, and 
were any warnings, training, or protective 
equipment offered to any of the men workinq with 
it. T%l5 off course builds on the question of 
whether or not any information, warning, or 
personal protection equipment was given on 
potential risks from radiation that may be 
anywhere on the Island from the previous tests. 

you have mentioned that the workers were 
given film badges and that there were monitors in 
the shaft. The information on those i^surements 
as well as the pre-Longshot baseline data would be 
most helpful. Likewise readings fr«B deeper 
wells, or deep marine samples would provide much 
greater confidence in the claims of containment 
than surface and shallow well data ^ich is 
provided in this report. 

I cannot provide you with any certainties. 

The levels mentioned here are all relatively low. 
It is possible that Nick was exposed to higher 
levels. It is known that there was little or no 
warning given about the work or the other sites on 
the island. There is documentation that thex^ was 
radiological leakage of Longshot. The questions 
are how much and of what. Clearly leaked and 
was kept secret until 1969. It appears that it 
may have provided for the elevated ®®Sr at Reed 
Pond, the Mud Pits, and in Hell GZ-l. 

Oft appears that the elevation of 

levels at the Cannikin sites in 1977 is an 
indication of contamination. However, with other 
sites on the island reporting similar levels it is 
unclear if this is a general level of local 
contamination. It is unknown if there are any 
difference from general background levels from 
other areas along the Aleutian Chain, in Alaska, 
or in the nation. The fact that no further 
sampling was done or reported just goes to raise 
more questions as to why. 
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There should be a long-tera honitoring 
prograe in place tor these three sites and the 
surrounding region. Unless there are regular 
teparts to assure the levels are stable or going 
down we have no real confirnation that the 
containuent is working. Under the initial report 
the lighter radionuclides, such as ^K, could 
possibly begin to show in twenty to one-hundred 
years, lie are just past that first Barker and yet 
have no regular sanpling pregraa going on so that 
the public and in particular the residents of the 
region are Bade aware of the success of the 
contaiiuMnt. The 1977 data sees to indicate that 
there may be soBe release of the Bid-weight 
radionuclides already, but with no further testing 
we cannot be sure. In this case no news is not 
good news; news of no change or decline is good 
news and well worth the regulred Bonitoring 
investBent. 

I hope that you can sake use of this review 
for furthering you efforts to clarify the possible 
linkages between your late husband's work on 
Aaichltka and his later disease. I believe that 
this inforaation nay be guite helpful to those 
concerned shout the pollution of the Bering Sea. 
There are aany pe<q>le who depend on this region to 
provide their livelihood, if there has been a 
long— ten, low-level source of pollution to the 
ground water which runs to the ocean this should 
be clarified. 

Than3c you again for sharing with ne the 
testily records. 

sincerely a 

4'. /A/ 

Carl M- Hild, K.S.Sci.Mget. 

Biologist / Planner 

enclosures: . OOE Maps of island and sampling sites 

CC: Flore Lekanof, APIA 

Larry MerculieCf, St. Paul 
Jane Rosenquest, Senator Stevens' Office 
David Carman, Senator Murkovski's Office 
Lois M. Joellenbeck, OTA 
Uon Klein, DEC 
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Aleutian/Pribilof Islands Association, Inc. 



January 14. 1998 


401 E. Fireweed Lane, Suite 201 
Anchorage, Alaska 99503-2111 
Phone (907) 276-2700 




The Honorable Tony Knowles 
Governor of the Slate of Alaska 
POBOX 110001 
Juneau. AX 99811-0001 

Dear Governor Knowles: 

t 

The Aleunan^^tbf Islands Association, Inc., sunMfts (he Ainchitlca Alaska Worken and the Alaska State Otsinct 
Council of Laioren in their efforts to secure holding from the DeparUnent of Energy for a health surveillanee study of 
State of Alaska l^wrers who worked at the three undergnHtnd nuclear test sites on Amchitka Island, from 19dS>lM7, 
Though a formal health survey of the health condidons of Anchhka workers has yet to be eompleted, a partial listing of 
worker health probkins has been colkcud solely by a word-of-mouih process. This list documents a stadscically sipiifteanc 
number of workers who currendy suffer or have died from various forms of cancen associated with radiaiioo poisoning. 


In response to Dr. Knut Ringen's proposed health study of Amchitka woricers, Ralph Lighmer, Oireeior of the Office of 
Souihwesiem Area Programs, Deparancni of Ene^, sutes, "a study of this type is not waxramed at diis dine.** This is 
indeed a tragic oversight; a medicat study concerning the health of thw workers is not only impendve, but 1^ overdue. 
As a member of the Amdiitka Technical Advisory Group (ATAG), axut {nimary stakeholder in the Akudan/Pribitof Islands 
Regioru we strongly support die enactmentof a iegisladve appropriation to lend Justice to a group of dedicated worken who 
sacrificed greatly for purposes of nadonal security. 


Sincerely 



Dimttn Philemonof 
Execunve Director 

DP/S4 * . 


cc: Bob King, Press 

Tom Cashen, Labor Conimis$iQna<Juneau 
Al Dwyer, Labor Standards A Safety Director 
Michele Brown, ADEC Comniissioner>JuiMau 
John Katt, Gov. Knowles Wadiingtoa D.C. Office 
U.S. Senator Frank Muikewsid 
U.S Senator Ted Sievois 
Comre ssma a Don Yom^ 

State Seaaior Lorsi Lemu 
Dr. Knut Riagen, CPWR 
Pam Miller, O r ecn pc nc c 

CaH Hild, Intitule Cor Ciicunniolar Health Snidies, UAA 

tav aiMfc. 41 ami mnm* 

ioity Ftekaroki,' an Sue* Macricr • 
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rOAfr KNOWLSS. GOVERNOR 


DEPT. OF EJVVIRONIWENTAL CONSERVATION 

Oirecwr s OiTice; i901H6>33«0 
Faiitcnks Office: i907H5 1-2360 
Fiv (907)431-2137 


Division of Air ar^d Waier Quality 

6 5 0 Uftivcrsiiy Avenue 
Fairbanks. Alaska 99709-3645 


September 25. 1997 

Mr. E«han Merrill 

U.S. Depsnment of Energy 

EM-457Clovetleaf Bldg. 

1 990 1 Germantown Road 
Germamowt^, MD 20874-1290 

Dear Mr. McrHl^I; 


Fife; 2512.25.001 


Re: Dcclassificaiionof Amchttka Island Nuclear Undefcrouttd Testing Rebied Documents 

There haw: been informal and fonnai requests made by siakeholdeis in ihc past year for 
dcclassiEcaiion of documents related to the Amchiika Island Nuclear Under^ound tests. 

"''iur understanding is that DOE has been pursuing inventorying and declassification of many of 
.CSC documents. DOE, Nevada office, has been providing documents to the Dcpaiuncm as they 
are declassified. The Dcpanmenc intents, in 1998, to complete its review of classified documents 
at the various DOE sites which arc holding Amchiika maicri^ and to request declassification 
whcnev'cr possible. 

Curremiy. there are several documents that are of interest to the Department and odicr 
stakeholders that we are requesting copies of and declassification if necessary. These are as 
follows; 


1) Information on any uacers that may have been used in conjimciion with the Loagshot. 
Miln^. and^Cannikin nuclear underground tests at Amchitka. Of particular interest, in 
this cai!^ h the use of any tracers at Carmikin, and potential or actual exposure to workers. 

2) The Cannikin papers, which consisted of a group of documents chat reportedly contained 
Fetfcrai agencies' concerns with the Cannikin nuclear test ilai were kept secrete and sealed 
under Presidential order. Of particular interest arc also documents relating to 
environmental and health effects concerns, rather than political or policy documents. 

3) During the drill back into the Cannikin cavity, documents have indicated that water 
samples were taken and analyzed for radionuclides. As pan of the review of the tmnsport 
of radionuclides in the groundwater from the Cannikin tests, the Depanmem is requesting 
this document. 
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•piemlxr 23. 1997 


?vlr. Ethan Memll 
U S. Opanmtnt of Energy 

In cases where documcnis cannot be declassified, the Oepanment n:quests the location and 
contact person information, so that a review of the classified documents can be made. DOE's 
efforts in locating of the documents and declassifying them is appreciate-^ If you have any 
questions, please contact Doug Dasher at (907) 451-2172. 


4 :.. 

Douglas H. Dasher. PE 

Environmental Radiation Program Manager 


DHD/az (KMWqMUOUtP.A MCHlTKATOECtASS. WPD) 

I 

cc: Bev ^4^|poluAlaska Workers/Anchorage Frank Murkowski, US Senate/Washtngton D.C. 

Carl HIW. RuralCAP/.Anchorage Pam Miller. Greenpeaee/Anchorage 

Kelin Oou^r^. Alaska U^oref s Uni^ Rtm King. ADEOluneau 

Ted Stevens. US Senate.'Washinston D.C. Mirideth Sandier. Alaska Governor's OfIkefWashingfon D.C 
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B^UNE INSTRUMENT CORPORATION 

4, 1972 


300541 L 




fel 


EI-903797 

U. S^Atoalc Eaarg 7 CooBissloa 
Hftva3a O^racloas Office 
?. 0. Boz:14I00 
Les Vegea. Meyede 89114 

Atceacioa: DooeXZ^. Hendricks, Director 

tediolo'glcal Operstlooe Divlsioa 

•-V V 

Cenclcmea: _ 

The Infoxaacloa belou Is stdnlcccd ■ along with the assuBpClona ms the 
•sclMete of redioactlKlBheerlel released co the ecmespfaerc frea ^■»"***''*" 
reentry hole' during 15724 

Eberllne Inscrwsent Corper^fUfi^esclutea chec 4000 of gases were 
released fron the reentry holeHCjuaikiB) whidi eontalaed 0.25 curies 
4.0 plUleurles BTO, 1.0 curia 0.3 nlUieuxles 

The a^^e results are based on che-oeraae of tvo gas saeples taken 
S/25/72 and 6/3/72 which were analysed^^^J^^A. 

The voluae of gas was estlnated from ^e^laxown vol\iae of Che reentry hole 
and water levels and pressures sc vsridne-^erlods of cine. EstlBaces of 
gas production races were eade froa pressar»[~^aages In the reentry hole when 
no- change In water Level occurred. • { 


The results of these esciaaces are as follows 


Periods (1972) 

1 Jan - 20 Feb 
.21 Feb - 8 April 
9 April - 21 Key 
22 May - 23 July 
24 July- 15 Oct 
16 Oct - 31 Dec 


Cas Vglcne Released (M^) 



Very truly yours , 1 V 

I L^' * 

EBERLIME INSTRttfEHT COaOHAllOH 

Acv::;; 


A. E. Doles 
Project Manager 
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^CENtERTD 


Protect 
Workers 
-Rights _ 


xonT A. cncaa PnsDOfr 


MiyS, 1997 


Mr. Ethan Merrill 
RemediatioQ Project Eogioeer 
U S- Dqiartment ofEnergy 
Cloveri^ Building 
19901 Germantown Road 
Germantown. MD 20874 

DcarNir^Nfcmll: 

Enclosed please find the proposal to develop a medical monitoring program for former workers of 
the Amehitka facility, wUch we have recently discussed. The proposal is subniined by the 
Center to Protect Workers’ Rights (CPWR) on behalf of the Alaska Building aM Construction 
Trades Council Participating organizations with CPWR on this project would include: the 
University of Cincinnati, the Occupational Health Foundation, the University of Washington, and 
Zenhh Administrators Northwest, Inc. 

The problems at the Amehitka site were referred to CPWR by the Alaska Building and 
Construction Trades Council at the recommendation of the National Instituie for Occupational 
Safety and Health (NIOSH). The Alaska Building and Construction Trades represents the target 
population at Amehitka. 

I have discussed this proposal with Dr. Paul Seligman from the Office of EnvirMunent, Safety and 
Health. DOE, and we propose that DOE fond this project as an add-on to DOE Cooperative 
Agreement No. DE-FC03-96SF21262 between the Dq>artment of Energy and die Center to 
Protect Workers’ Rights. 

I look /ofwvd to hearing from you. 


Sincerely. 



Knut Rlngen, Dr.P.H. 

Direaor 

Enclosure 

cc: Dr. Paul Seligman, Office of Environment, Safety and Health, DOE 


in Massachusetts Avenue. N.W. • Washineton. D.C. • 20001 • a02) 962-8490 • FAX«02) 962-8499 
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1. Xims vd Objectiva 

To asBst in the devslopineat ind implemcMiiion of s isogram of notiScntion, mdical 
screening tnd intervemioo for workers who may have been exposed to health hazards as a 
result of employment at the Amdutka testing fodlity. The specific aims are to: 

• Identify and propose resolution to polity issues dial sunound this program, 
indud'mg coordination with DOE ^ its contractors and the unions involved. 

• Conduct ate health needs assmsment and develop worker Ustoiy risk 
characterization protocol as the basis to triage workers at risk. 

• Develop worker notification protocol and rdatcd woiker education materials. 

• Establish a coordinating center to identify and locate the fornier workers, and 
schedule them for interviews sid medical exams and data coUection, provide for 
payment of providers and condua follow-up with the afiiwted workas. 

Develop a protocol for exposure lustory intertriews and medical examt^ including 
Jab testing, and develop implementation plans for these, including qualicy control. 

V'' 

■ Develop evaluarion protocol to determine outcomes aiul worker satis&tction. 

This application is submitted by the Center to Protect Workers' Rights (CPWR), wtuch is 
the research and development atm of foe Buildup and Constniction TradesDepartment, 
AFD-CIO, in cooperation with the Alaska Building and Construction Trsdes Council, 
which represents the target population at Amchitka. This application builds on similar 
progiams CPWR. is engaged in at Hanford and Oak Ridge. 

The work will be perfonned by a consortium consisting of the University of Cincinnati, the 
Universify of Washington, Occupationai Health Foundation (OHF), and Zenith 
Administrators Northwest, btc. (Zenith). This consortium prcwdei outstaiufing expertise 
in ail aspects of the work that will be required. The main responsibilities are identified in 
Table 1, 


Table 1 

Pdineation of Main Responsibilities 


Task 

l-end Orrmirslinn 

1 .'^>vcrall Coordination and Polity 

CPWR. 

2, Risk Characteriaation 

UC 

3. Notification/Informalion Protocol 

OHF 

4. Exposure history interviews/Medical Examinations/Evaluation 

UW 

S. IngriemeMationMan^ement 

Zouih 


■ 1 - 
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2 . Background 

Located in.the Rat Islands of the Aleutian Chai^ Amchitka Island is 35 miles long and 
dmost 3 miles wide. The area encompasses 1 1S.8 square miles of land and 161.2 square 
miles of water. In the early 1 960s. Amchitka became a nuclear testing facility under the 
Atomic Energy Commisrion. The facility closed in 1995. 

Amchitka Island was the site of three nuclear detonanoos condumed in October 1965, 
October 1969, and November 1971. Long Shot was a nuclear detection research 
experiment detonated at a depth of 700 meters (2,300 feet). It had a yield of about 80 
kilotons. Milrow was a high-yield seismic calibration test detonated at a depth of 1 ,220 
meters (4,000 feet). It had a yield of about one megaton. Cannikin, a test of a proposed 
warhead for the Spartan missle, was detonated at a depth of about 1,790 meters (5.875 
feet), with a yield of less than five megatons. 

Contamination present on the island is a resuh of the activities that began in 1943, when 
American troops landed to establish an airfield. In addition to the airfield sites, other 
contaminated sites devdoped during use of the island for the Distant Early Warning 
network between 1950 and 1961, during nuclear testing between 1964 and 1973. and 
during construction and operation of the relocatable Over the Horizon Radar between 
1986 and 1993. 

Jt is our understanding from the Building and Construction Trades Council in Alaska that 
tlyc workforce employed at the Amchitka fedlity in positions that could lead to significant 
closure to health hazards numbered approximately 300 workers, mostly in the building 
trades. This proposal is based on this estimate. 

Section 3 162 of the Defense Reauthorizaiion Act provides for health monitoring of 
workers who have been employed at DOE sites. The participants in this project have 
extensive experience with these kinds of activities, and currently are engaged in three 
different DOE funded projects that respond to the requirements of Section 3 162. The 
request to include Amchitka in these pro^ams arise from the labor unions in Alaska. It 
should be noted that the Governor of Alaska and its Congressional delegations have 
requested that DOE establish such a program for former workers at Amchitka. It should 
further be noted that DOE has committed itself to a program of long-term environmental 
monitoring on Amchitka. The aitnual budget for this environmental monitoring exceeds 
the one-time budget for worker heahh monitoring proposed here by more than 3 times 

3. Organizatioa 

This project wUl be carried put by the fallowing groups: 

V^e (>nter to Protect Workers' Rights will coordinate the project, maintain contaa with 
DiSE and handle all policy and related issues that may arise. Dr. Knut Ringen, Director, 
will be responsible for the conduct of the program. 


- 2 - 
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The University of Cinciniuti will review and assist reqxctively in, risk characterization 
and developing occupational history questionnaires, and identifying and interpreting 
radiation-related health outcomes. Dr. Eula Bingham, Professor, Dr. Carol Rice. 
Professor, and Dr. Roy Albert, Professor, will be te^nsible. 

The University ofWashington will be responsible for developing exposure history 
interviews and planning the medical examinations and perfbming quality review. Dr. 
^cott Barnhart, Diieaor, Occupational Medicme Clinic will be respontiblefor the 
tephiucal content of the program. 

dr 

The Occupational Health Foundation will develop ail educational/information materials. 
Sandy TUlctt, Director, will be responsible. 

Zenith Administrators, Northwest, will manage the field operation, contnet with medical 
providers, perform precertification review, assure coordination of benefits, maintain an 
800 # hotline, verify that providers have followed protocol, secure all data before 
reimbursement is made, enter the data into a data base and maintain all records in 
accordance widi Federal Privacy Act requirements. Marilyn Johnston, Claims 
Admiiustrator, will be respon^le. 


Relevant Experience 

* CPWR conducts one of the largest occupational safety and health research 
programs in the U.S.. and specializes in developing consortia aimed at addressing 
major and very complex safety and health issues in the building and construction 
industry. It manages largC'Scaie federally fiinded programs, including a DOE 

4 funded program to provide health monitoring for former building trades workers 
y , ^employed on DOE installations. 

• CPWR and OHF are leading institutions organizing programs for building trades 
workers, including programs for former workers exposed to asbestos and other 
hazards. Key staff involved in this projea developed the national model that exists 
for notification and intervention programs for workers at hi^ risk due to past 
occupational exposure to health hazards. 

- University of Washingtorr is the leading center in occupational medicine in the 

Northwest with extensive experience in saeening and evaluation of construction 
workers at high risk due to past exposures. It currently has two related projeas 
funded by DOE at Hanford. 


is a leader in industrial hy^ene evaluations and in the 


characterization of exposure risks in the construction industry. Including task- 


based exposure assessment. It currently has a related DOE funded project at Oak 
Ridge. The University of Cincinnati will work in a consulting capacity to CPWR. 


- 3 - 
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Zmitli Adminigramra rnc is the laigest claims administrator for multi-employers 
health insurance plans in the U.S., unth offices in ova 30 cities, where this work 
wiU be carried out. 


5. Tasks to be Perfomed 


In Year 1, we will carry out the work described in this section. 


5.1 


CPWR has prime responsibility for this task. We will plan for the organization of this 
program and coordinate its implementation to assure: 

i. That the public health intent is maintained. 

ii. That program implementation follows foe plan and quality is assured. 

iii. That data are collected in a manner consistent with the desire to conduct a 
thorough program evaluation, including epidemiolo^cal analysis. 

iv. That DOE rules are observed, and DOE staff is folly infotmed, including 
submission of plans and procedures to a designated DOE Institutional Review 
Board. We will report regularly on progress. 

5.2 Task #2- Site Risk Characterization 

Drs. Eula Bingham, Carol Rice, and Roy Albert, University of Cincinnati, have prime 
responsibility for this task. A key element of developing and implementing die program at 
each facility will be to assemble the available information on occupational exposures at the 
facility. An immediate problem is to cull through the vast amount of exposure and risk 
tssessgient information that already has been colleaed. We will focus on the following 
abtiviues: 

i. Review and modify the protocol for worker exposure history taking being used at 
other DOE sites for applicability to Amchitka. 

ii. Identify available data based on environmental monitoring (area sampling, etc.) 

The individual monitoring will encompass both exposure monitoring data (film 
badges, etc.) and biological monitoring (urinary uranium levels). Much of this 
information has already been assembled by DOE (or its contractors). 

lii. Assess the available information for completeness, limitations, etc. 

iv. Determine the extent ttet this information is applicable to subcontractor 
construction work^. 


- 4 - 
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V. Define the need for ind ipproeches to collecting supplementil information. 

5.3 TatkOT- Not ification and Worker Education PfPlOCQl 

The Occupational Health Foundation (OHF) has the primaiy responsibUity for the 
development of the notification/woticer education protocol. Fast experience with high risk 
notification has fijund that an effective information program directed at workers, the 
community, and the media is critical. We would: 

i. Review and modify the NIOSH notification protocol for use in this project 

ii. Develop worker and family educational materials and information for inclusion in 
notification materials and at local provider sites. 

iii Develop detailed plans for the functions of the local advisory committee. 

i 

iv.i, ^ {>cvclop plans for assisting local service providers in the development of education 
sessions. 

V. Develop materials and plans for their dissemination to media and the community in 
each focility location. 

vi. Develop plans for the evaluation of field service operations, including worker 
satisfoction with the program. 

5.4 Task #4: Exposure Histotv Interviews/M ediral Examinations and Quality Review 

The University of Washington (UW) has primary responsibility for this task. This task 
entails coordinating the exposure history interviews and planning the medical examinations 
and performing quality review. We would: 

i. Modify the existing medical protocols developed for DOE projects. 

ii. Locate medical providers, provide them with training and consultation, and 
^ _^nduct quality control. 

« ^ 
tr 

iii. Establish a single laboratory facility to cany out tests. 

iv. Develop and implement plan for data analysis and program evaluation. 

5.5 Task#S: Cllaima Management .System 

Zenith Administrators will have the main responsibility for the development of claims 
processing and will manage field operations. Procedures will be developed for a 


- 5 - 
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S mmocial daims processing operation with national coverage to be established for the 
lowing puiposes: 

ir ' 

i. Developing eligibility £!e and verification procedure. 

ii. N^ocatiag fees and establisiang contractual agreement with local service 
providers. 

iii, Developing cliimsminagenenl and reimbursement procures. 

iv. Locating iiufividuais and scheduling interviews and medical exams. 

V. Assuring coordination of benrfts to inininuze duplication of payment. 

vi. Identifying sources of fiinding for foUow-up care, and working with local providers 
to arrange such finandng. 

vii. Conducting foUow-up with participants to assure satirfaction/service. 

Collecting data from local providers in accordance with the resjuiremenls of the 
, ^ 'Data Coordination Center and transmining them to the Data Center. 

S. Expected Level of Effort 

In this program we wl use a triage approach to minimixe the use of medical testing and to 
maximize the use of resources. The triage design is outlined in Figure 1 . 

Assuming this to be the case, and based on previous experience in these kinds of 
programs, we believe that the project wiJt involve the level of effort outlined in Table 2. 


-i- 
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Table 2 

Expected Lcvd of Effort 


Total population to be traced 


300 


Dead or lost to foUow-up [40%) 


m 


tEli^ble for program 

t 


180 


ir 

Expeaed location of eligible group 

In Anchorage 

Elsewhere 

Total 

Persons to be contacted 

60 

120 

180 

Expected reBisal/nonresponsc 

2S. 


80 

Total number of interviews 

40 

60 

100 

No further information required 

m 

-20 

-ifl 

Total number of medical exams 

20 

_ao 

_2Q 

Thus the level of services fM’ovided will be: 




Population tracing 


300 


Searching for death certificates 


120 


Invitations to participate/ft^ow-up 


ISO 


Interviews scheduled 


100 


Follow-Up to collect medical records 


50 


.Medical exams scheduled 


50 


Follow-Up telephone interviews to determine satisfaction/needs 1(X) 



7. Time Schedule 

June 1, 1997 - September 30. 1997. Establish program and identify population. 

October 1, 1997 — March 30, 1998. Conduct health monitoring. 

April 1. 1998 -May 31. 1998. Analyze results and present report, including 
recommendations for additional health monitoring, if warranted. 

S. Budget Estimate 

This project will be conducted on a cost basis with a one-year budget estimated at 
S2 19,200. The budget is itemized in Table 3. The budget consists of two broad 
categories; (1) Program development and administration (S134.000), and (2) Service fees 
that will be reimbursed to providers for locating individuals, conducting health history 
interviews, and performing medical examinations where indicated (S8S,200). No funds 
will be used for the purchase of fixed asseti or equipment, and indiract eotu will be 
limited to no more than 2S% of personnel costs. 


• 7 - 



Table 3 

Budget Estimate 


Program development and administration 

CFWR Coordination 

$39,000* 


OHF Educational materials 

9,000 


UW protocol development and quality review 

30.000 


Zenith Administrators program adininistration 
^ ^otal Program Development aiul Administration 

56.000 



$134,000 

Service Fees 

Tracing 300 individuals @ SlOO 

S 30,000 


120 vital status search @ SSO 

6,000 


1 80 invitadons/follow-up scheduling @ $40 

7.200 


Condua 100 interviews @ S150 

15,000 


Schedule 50 medical exams @ S40 

2,000 


Perform 50 medical exams @5500 

25 000 


Total Service Fees 


$ 85,200 

Total estimated budge: 


$219.200 

*This budftet line also includes the University of Cincinnati activities. 



9. proposed Mechanism 

✓ 

y ^ 

The proposed mechanism for funding this project is as an add-on to DOE Cooperative 
Agreement No. DE-FC03-96SF2I262 between the Department of Energy and the Center 
to Protect Workers’ Rights. 

10. Contact Person 

Knut Ringen, Dr. P.H.. Direaor 
The Center to Protect Workers’ Rights 
1 1 1 Massachusetts Avenue N, W. 

Washington, D.C. 20001 
Tel: 202-962-8490 
Fax: 202-962-8499 
E-mail: kringen@cpwr.com 
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Triage Design 
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Office of the Mayor 

PO. Box 69 

Barrow, Alaska 99723 
907 852-2611 or 0200 
Fax: 907 852-0337 

email: bnageak@co. north-slope. ak. us 


Senator Susan Collins 

Gov’t Affairs Permanent Subcommittee on Investigations 
100 Russell Building 
Washington. D.C. 20510 

September 14, 1998 

Subject : Iodine-131 Fallout Hearing 

Senate Affairs Committee - September 17 

Madam Chairwoman Collins, 

We just received a letter from our good friends on the National Committee for Radiation 
Survivors, This information is critical to the Inupiat of the North Slope of Arctic Alaska 

As you may have heard, in the 1950’s there was an experiment which was conducted 
by the Arctic Aeromedical Laboratory (AAL) , which was under the U.S. Air Force. The 
AAL conducted this experiment with a medical tracer, iodine-131, to determine whether 
the thyroid gland helps humans adapt to the cold environment. This project lasted from 
August 1955 to February 1957 The thyroid study's research subjects included 102+ 
Alaska native men. women, and children from villages in northern and central Alaska 
There were also 19 military subjects. 

In the experiment capsules of the radioisotope iodine-131 were administered The 
radio-iodide uptake in each subject's thyroid, blood, urine, and saliva was measured. 
This study is not addressed in the meeting you are having regarding iodtne-131 The 
radio-iodide In the AAL experiments was ingested not caused by any fallout 

Let me tell you what little I know of the lodine-131 I know that this is a beta type of 
ionizing radiation Ionizing radiation does nol build up in your body, however radiation 
effects may appear following exposure to large amounts of radiation Over an extended 
period, the body can repair most small damage from almost any cause, including 
radiation, but if the dose is acute more serious damage will occur. Two kinds of radiation 
effects can occur : damage to the cells of your body {somatic effects) which may put you 
at risk, and damage to your reproductive cells (genetic effects) which may put future 
generations at risk There are many different somatic effects but the most important 
long-term effect is cancer induction 

Health effects of radiation are divided into two categories . threshold effects and non- 
threshold effects Threshold effects appear after a certain level of radiation exposure is 
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reached and enough cells have been damaged to make the effect apparent. Non- 
threshold can occur at lower levels of radiation exposure 

Some threshold effects are ; Possible cancers, blood changes, temporary sterility in 
males, genetic defects, bone growth retardation in children, radiation sickness, 
permanent sterility in females, bone marrow and intestine destruction, acute illness and 
early death (usually within days) 

Non-threshold effects can occur at any level of radiation exposure, but the risk of 
harmful health effects generally increases with the amount of radiation absorbed. The 
most studied non-threshold effect is cancer. These studies are somewhat complicated 
by the facts that (1) not all cancers are caused by radiation, (2) exposure to a particular 
dose may cause cancer in one person but not another, and (3) the cancer does not 
appear until many years after exposure to radiation. It is currently impossible to 
determine which cancers are caused by radiation and which are caused by carcinogens 
within our environment. 

Susceptibility to radiation Induced cancer depends on a number of factors such as the 
site of exposure in the body, sex. and age. Sites in the body where cells rapidly grow 
and multiply, and those where radioactive materials tend to concentrate, are more 
susceptible than others. 

One of the questions is whether the effect of low-level radiation is cumulative or whether 
it is harmful only if it exceeds some threshold value Most of the evidence now seems to 
indicate that there are effects of both kinds Some effects . such as cataracts of the 
eye's lens, do not occur as a result of radiation below a certain threshold, however 
others, most importantly perhaps the induction of cancer, do not appear to have any 
threshold and the risk of inducing such an effect increases with the dose. Tissues and 
organs vary a great deal In their sensitivity to the induction of cancer by radiation. As a 
consequence of exposure to radiation, solid tumors are now known to more numerous 
than leukemia. Solid cancers characteristically have long latent periods ; they seldom 
occur beforelO years after radiation exposure and may continue to appear for thirty 
years or more after radiation exposure. Age is a major factor in the risk of cancer from 
exposure to ionizing radiation 

Genetic risk estimates to humans is based entirely on animal studies since no genetic 
effects due to radiation exposure have ever been demonstrated in human populations 
Due to the effects being small and difficult to detect, due to abnormalities being high in 
the human population being in the norm, identifying the abnormalities are hard to detect 
The abnormalities are mild, such as color blindness The effects may not show up for 
many generations. 

For effects of irradiation for which there is no evidence of a threshold dose, such as the 
induction ot cancer, it is known that If a group of people are exposed to radiation then 
there will be incidences of cancer in that group The more dose absorbed the more you 
are susceptible to cancer. It is known that exposure to ionizing radiation can cause 
biological effects that are harmful the exposed organism. 
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So far I have been recounting what I have uncovered from reading various material that 
have to do with the effects that are occurring to the experiment subjects of the iodine - 
131 experiment of the Arctic Aeromedical Laboratory in the 1950's. This is only a mere 
fraction of experiments done to the Inuplaq people of Arctic Alaska. We have 
encountered countless accounts of different experiments. Some of these are in affidavit 
forms. 

Some of the subjects of the said experiment (AAL) have died of the cancers which are 
probably (can be presumed) due to the experiment The U.S. Government is not willing 
to own up to it, but. it is written in the technical report and the legacy of the Cold War 
nuclear research. The thyroid study discussed here differs from the fallout studies in that 
the radionuclides were actively administered to Natives without consent, no mention of 
risk to them, and subject selection, not to mention that the administered radioactive 
substance offered them no prospect of medical benefit. 

In closing , I pray there is a comfortable solution and medical help for the subjects which 
are still alive and their children, and their children etc. (And the children of the 
deceased ) 

Charles *A. Okakok 
Special Projects Coordinator 
North Slope Borough 
P O. Box 69 
Barrow, Alaska 99723 

cc: Senator John Glenn (D-OH), Ranking Member 
Senator William Roth (R-DE) 

Senator Ted Stevens^R-rAK) 

Senator Sam Brownback (R-KS) 

Senator Pete Domenici (R-A2) 

Senator Thad Cochran (R-MS) 

Senator Don Nickles (R-OK) 

Senator Aden Specter (R-PA) 


Senator Carl Levin (D-MI) 
Senator Joe Lieberman (D-CT) 
Senator Dan Akaka (D-HI) 
Senator Richard Durbin (D-IL) 
Senator Robert Torricelli (D-NJ) 
Senator Max Cleland (D-GA) 
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ALASKA STATE DISTRICT COUNCIL OF LABORERS 

Laborers International Unio n-crf North America^ AFL>CIO 

2501 Commerc^-Zl^e, Suite 140 
Anchorage, Alask^995Dl • 907/276-1640 


Public Empk^ee Local 71 
Don Valesko, BuaincM Manager 
Laborers Local 942 
Joe Thoaus, BusineM Manager 
Laborers Local 341 
Mano Frey, Business Manager 


Don Valesko 

PlCtldCM 

Andrew J. "Bear" Piekarski 

Bi ulntJ i MtnagerficerrUfy TteMurct 


August 19, 1998 


Honorable Ted Stevens 
U.S. Semtor for Alaska 
522 Hart Building 
Washington, D.C 20510-0201 

Dear Senator Stevens: 

As the Alaska Laborers indicated in their August 1 1, 1998 letter, they would truly appreciate 
your assistance for the Alaska workers who have been exposed to radiation at the Amchitka Nuclear 
Bomb Detonation sites. The question by Senator Murkowski “to commit funding to the /kmchitka 
Woiicers health surveillance program”, to Secretary of Energy designee Bill Richardson, who 
responded negatively during his confirmation, was very disappointing Therefore it appears extra- 
ordinary assistance is essential to overcome this deliberate DOE barrier to Alaska’s Amchitka 
Workers health surveillance. 

Amchitka Workforce: You may recall my initial contact with your office in 1994, 
regarding the death of my husband Nick Aleck, who was one of the miners who worked on the 
Cannikin project at Amchidca, and died five years later from leukemia. We have since learned that 
several other Amchitka woricers also developed radiation associated cancers including leukemia. 
I was del^ated by the Alaska State District Council of Laborers to retxesent the /kmchitka 
Workforce at President Clinton's Advisory Committee on Human Radiation Experimentation, 
mating held in Spokane Washington, November, 1994. 

Thereafter, I was in close communication with your office and Senator Murkowski's office, 
attempting to add Amchitka to the RECA Act. by amending the existing Federal Regulations which 
named all of the Pacific Te^ Sites. Senator Stevens resolute stand on this issue is appreciated, and 
his support while fighting for the truth about my husband’s death. 

Following major releases of previously withheld classified information by Secretary of 
Energy, Hazel O'Leary, from 1994 through 1996, findings by Greenpeace indicated radiation 
contamination at Amchitka. Governor Tony Knowles on October 31,1 996 ordered an investigation 
of the Atomic Tests conducted on Amchitka Island, the impact on the Aleut Community, 
declassification of DOE documents, and a Medical Surveillance of former Amchitka Workers. 
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An Amchitka Technical Advisory Group (ATAG) was formed, consisting of Alaskan 
Stakeholders to: 1). Assist in planning the radiation sampling program at Amchitka and the 
marine environment; 2). To identify and request declassification of DOE classified and other 
documents; 3). To implement a Worker Medical Surveillance of former Amchitka workers. 


Amchitka Legal Proceeding: I respectfully ask the support of Senator Stevens in my 
efforts to seek justice for my husband, Nick Aleck’s death following his work on Amchitka. His 
wrongful death case was dismissed in 1983 because the necessary evidentiary records were 
withheld by US-DOE. Now the DOE’s recently declassified records and independent expert 
opinions demonstrate the fatal radiation exposure Nick Aleck received at Amchitka. A press 
release by the Alaska State District Council of Laborers Concerning Dr. Bertell’s report on 
Amchitka workers has been previously sent to your office. Dr. Bertell’s report specifically 
concerning Nick Aleck is enclosed . 

Based upon this newly accessible information, I unsuccessfully sought to re-open the 
lawsuit against the United States. My Appeal is supported by the Aleutian Pribilof Island 
Association, the Alaska State District Council of Laborers and Greenpeace. See attached Amici 
Brief. During oral argument last month in Anchorage, the Ninth Circuit panel suggested that 
the United States should attempt to settle the claim. The Order from the Ninth Circuit Court 
dated July 13, 1998 is attached . 

Nick Aleck was an honorable American Veteran who served his country to the fullest in 
WWII. While enlisted in the U.S. Navy on aircraft carriers as a bombardier in both the 
European Theater and in the Asiatic Pacific, Nick Aleck was shot down and his carriers were 
sunk in three different incidents. Nick Aleck was hit by aircraft fire and was awarded the 
Purple Heart. 

With this background, it is the greatest irony that the Federal government would fail to 
acknowledge his widow’s rightful claim. The Amici and I believe it is absolutely essential that 
the Federal government settle this case out of simple respect and justice. Our Nation owes a 
debt of gratitude to Nick Aleck for his ultimate sacrifice in support of our National security. 

1 would greatly appreciate your suppport, and all efforts you can extend, in my 
effort to negotiate a just settlement with the United States, notwithstanding DOE’s and 
DOJ’s staid resistance, and bring final closure to this personal tragedy. 

Thank you for your assistance. 

Sincerely, 

QuP CI^jicAj 

Bev Aleck 

Amchitka Project 
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ALASKA STATE DISTRICT COUNCIL OF LABORERS 

Laborers Intcmational Union of North Amcrioi, AFL'OO 


Public Employ** Local 7t 
Don V«lc«ko. Bu^uoc Managn 
Laborers Local 942 
fo« Tkornaa. Businm Manager 
l^borvn Local Ml 
Mano Ffcy. Buainaaa Manager 


^01 DMninoTtU! Dritv, Suite Itt 
Anchorage, Alaska 99501 • 907/276-1640 


Don Valcsko 

ISwifcia 

Andrew }. 'Bear^ Piekanki 

SiwiiM* H *B i e M *BK T i M »»- Tw a n if n 


June 2, 1998 


Senator Stevens 
522 Hart Building 
Washington. DC 20510-0201 

Dear Senator Stevens-. 

As you know, many Alaskan workers were exposed to radiation at 
Amchitka. Therefore, we seek your assistance to redress the deaths and 
radiation-related cancers of our Alaskan workers from DOE's Amchitka 
Nuclear Tests through, 1) . an amendment of the RECA Act, and 2> . 
funding of a Medical Surveillance study. 


The number of Amchitka workers who have reported cancers is 
devastating. Over 70 Alaskan workers, or their widows, have contacted 
us who suffer from those specified cancers linked to radiation exposure 
under the RSCA Act of 1990. As reviewed by Dr. Rosalie Bertell's 
Report, and now confirmed by the government's own NIOSH 1998 Review, 
Amchitka workers were indeed exposed to ionizing radiation, without 'Rad 
Safe' dosimetry badges, from the following sources; 

» Mineshaft Cesium 137 & Tritium 

* Neutron Tracer Sources 

* Radon progeny/NORM 

* Strontium 90/RTGs 

* Scandium 46 

* Cobalt 60/Radiographic Cyclops 

* Krypton gas & thorium 232 released in 1972 Drillback c^rations 

* Fissionable product release from Cannikin Cavity Collapse* 


* The NIOSH 1998 ‘Preliminary Review of the Cannikin Project 
Records* found that the radioactive count rate increased 10 times 

in June 1972 from; 400 cptn to 4000+ cpm, with "several spikes of 
activity off the scale of the recorder". NIOSH p.5. 
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To give you an understanding of how these Alaskan workers suffer, 
here are a few examples: 

Dick. Coster: As an Alaskan Laborer, Coster worker in the underground 
shaft and was never informed of any radiation exposure or even issued a 
radiation dosimetry badge. While the federal AEC and LLL officials WERE 
badged to monitor their exposure, under a bureaucratic double-standard 
the construction workers were NOT given the same protection.^ 

Dick has been diagnosed with cancer aoid over 100 bone tumors 
throughout his body. 

Ernest Blatchford: Mr. Blatchford worked at Amchitka in 1969-70 as an 
Equipment Operator/Local 302 along with his son Edgar Blatchford. 
Neither Alaskan worker was ever issued a radiation monitoring badge from 
DOE. Ernest Blatchford died of Thyroid cancer, a rare form of cancer 
which is associated with radiation exposure. 

Merlin Oyoumik: Mr. Oyoumik is an Alaskan Native person from Unalakleet 
who worked at Amchitka in 1989-91. A few years after working in 
Amchitka he was diagnosed with Thyroid cancer. Two months later he 
also was diagnosed with stomach cancer. He is concerned with the health 
effects of Amchitka. 

Bill Ferris: As an Alaskan Sheetmetal worker, Ferris was assigned to 
install a louvered fan on an Amchitka Radioisotopic Thermoelectric 
Generator. After two days with the RTG, an AEC agent ran up to him euid 
said, " get away from that, this is a radioactive zone..., you're not 
supposed to be here.". The RTG’s are powered by over 120,000 curies of 
Strontium 90 . 

Nick Aleck; Mr. Aleck died of Myelogenous Leukemia in 1975, shortly 
after working in Amchitka as a miner. As an Alaskan Laborer in the 
shaft, he was exposed to several underground sources of radiation. 
Myelogenous leukemia is the first- listed specified disease under the 
RECA Act. His widow Mrs. Bev Aleck has been especially active in 
investigating her husband's death. 

Gary McClutcheon ; Mr. McClutcheon worked as a Carpenter- Poreman/Local 
12 Bl in Amchitka for two years. After the Nuclear blast he was back on 
Amchitka within two days and observed ruptures in the earth around 
Ground Zero indicating the Cavity Collapse referenced in the 1998 NIOSH 
Review (attached) . 

Mr. McClutcheon' has been diagnosed with cancer and lymphoma, also 
listed as a radiation exposure specified disease under RECA. 

Donald Braao; Don Bragg worked as a miner in Amchitka in 1970-72. Mr. 


* See NIOSH "Preliminary Review of Cannikin Project" p. 2 
documenting that DOE 1). either failed to badge the construction 
tradesmen entirely, or 2) . only bad^d such workers 1 month out the 
30 months in the shaft operation from 1969-1971. NIOSH also found 
that DOE had lost records of high film badge readings. NIOSH p. 6. 
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Bragg'S widow reports that when he returned frcm Amchitka, Don's hair 
fell out and his skin peeled off in a very unusual manner. [Two other 
Amchitka workers, Douglas Bee and A.J. Piekarski, also reported an 
unexplained loss of hair and skin peeling off inmediately after 
returning from Amchitka.] 

Mr. Bragg died of cancer in 1969. 


Unfortunately, there are many more Alaskan workers who ha^^ died or 
currently have those cancers associated with radiation exposure, and 
they had no Rad-Safe Badging. Incredibly, the DOE officials were 
provided Rad- Safe badging for their own protection! 

Most inportantly, there are two essential steps the Alaska Laborers 
seek your assistance on: 


AMENDMENT OF RECA 

1) . Your efforts to amend the Radiation Exposure Coo^nsation Act, 
["RECA"] to include the Amchitka Test Site, Alaska workers would be much 
appreciated. 

Unlike all other test sites in the U.S. history, Amchitka was left 
off the RECA list. No rationale existed to exclude Alaska from the RECA 
compensation act. especially since the 5 Megaton Cannikin blast was the 
largest U.S. underground nuclear test ever conducted, 
with the level of cancers^ among the Alaskans who worked on the Amchitka 
project, these Alaskans deserve equal access to the RECA Act. 

PmroiWG FOB A MEDTCAX. S TOVEILIANCE STUDY 
OF THE AMCHITKA WORKERS. 

2 ) . The Alaska Laborers rec[uest the funding of $221,000 to contract 
with Occupational Specialist Dr. Knut Ringen to do a Medical 


’ The Radiation Es^osure Compensation Act of 1990 lists 13 
specified diseases which are associated with radiation exposure by 
workers. As the attached documents indicate, many of our Alaskan 
workers from Amchitka have died from or currently suffer from these 
specified cancers and myelogenous leukemia. 


3 



815 


Surveillance Study of the Alaska workers who worked in Amchitka. 
Currently we have submitted a proposal to DOE for this Medical 
Surveillance study, as an add-on to Dr. Ringen's Hanford and Oakridge 
nuclear worker's review. Fortunately, the Alaska ATAG Committee members 
have fully supported this request for the protection of the worker's 
health. Since timely attention to worker health is important, we 
value all the assistance you can offer us on this funding request. 

Senator Stevens, we have full confidence you can help us attend to 
one of the gravest health problem our Alaska workers have ever faced. 
Please call us if there is any further documentation we can provide. He 
also will keep the hundreds of former Amchitka workers informed of your 
help, and will readily make them availadsle for public testimony, or any 
other information you request. 

Thank you for your assistance. 



A 
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ALASKA STATE DISTRICT COUNCIL OF LABORERS 

Laborers International Union of North America, AFL>C10 


Pubbc Employee Local 71 
Don Valoko, Buiincaa Manager 
Laborers Local 942 
foe Thomas, Bimiacss Manager 
Laborers Local 341 
Mano Frey, Busiiiew Manager 


2501 Commercial Drive, Suite 140 
Anchorage, Alaska 99501 • 907/276-1640 


Don Valesko 


Andrew J. '^car* Piekarsld 

a M»ii »« M MuwfnflcmlMy Tiristtm 


Septeniber 9, 1998 

Senator Ted Stevens 
U.S. Senator 
522 Hart Bldg. 

Washington, D.C. 20510-0201 


Dear Senator Stevens: 

We understand that a Senate Governmental Affairs Permanent 
Subcommittee on Investigations hearing will be conducted on 
September 17th, 1998 regarding those radiation- related diseases 

now linked to DOE'S Nuclear Weapons Testing Program. 


First, we fully support this Senate Inquiry to address the 
serious health effects of DOE's Nuclear Weapons Tests, the 
government's failure to warn the public, and its unwillingness to 
disclose information and conduct Medical Surveillance programs 
needed for precautionary health measures for exposed workers. 


Specifically, the Alaska Laborers have faced enormous efforts 
by DOE to evade and cover-up fundamental information needed by the 
Alaska workers exposed to radionuclides at Amchitka. DOE's 
obstructive conduct is an insult to the basic American concept of 
open, democratic government. 


Second, because of the Alaska Amchitka workers similar stake 
in getting fair treatment from DOE and Congress, we would 
appreciate your help in submitting into the Congressional Record 
our enclosed report on the Amchitka workers to assure that DOE and 
Congress does not ignore the Alaskans, as they have done in the 
past . 


Thank you for your assistance. 

Sincere 


Kevin Doughen 
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Alliance for Nuclear Accountability 
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STiU 40 ^AMia> 
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ScpUn^ 16, 1998 

Sottoc Sum OiOin^ Cttinraami 

ScutorlcAii Otan. RuldngManbcr 

Oovenmoit ASin Pcnunott Sdicsaiaittee on ltive»igtti(»s 

U S. Scfistci 

Wsshidgto^BC^lO 

DearScfu^Jis; 

As tbe aetwork wh^ advocacy Mp« 6 lbi€« la^ immiMsr's 
Kati<M3al Ctaeer byttitut^ loog-KWcm re^it on radioactive Iodine Moot fit»a 
isidear weapoM te^a^ ap^lsni your ikidsicHi e(»v^ todays liearuig. 
The Aiii«icefi>f Nuclear Accounti^ilUyidares you- <»nc«Bi^)Out the slow 
r«^K»ise by die Execudw Brs&cb k ci^kdii^ tk Ccffl^saoaally’nwndtfed 
r^iotts, md in reieadQg inforeiatioB to die U S. public ikout faealUi 

effects (^U.S.luulear\k^n^>OBStesdi^. We8raalso<^mc»niedjdKNntiie£y!ufe, 
to date, to unpleatent any mcaiui^u! public bealtb re^xmse diet would bdp to 
addre» the cottiraimg widespread heahh coa se ^ teaces ^Iwtabie ut Mkat! 
exposures and oudeu weap(»s {daats emisskos. 

Hie ioft^m^kiii {veso^ In Is^ N^ukieI Cancer Institute (Kd) n^rt 

provides clear cadence that millioos of Antedcans actoss the contintnitBl Un^ 
Stal^ were {»d at greater rii^; fcff thyroid carter ai)d t^her %it»d diseases as a 
lesuH fdexposmt to we^iom test &llout. Ftmhemioic, die report vtd adisequeos 
ride ^ ICI and offer a plaui^le ba^ fty* die coi^u^n that, as 

a result of ttese exposures, tens oftbous^s of Americaas are af5icted-<»’ will 
be afflicted-w^ thyroid cancer and ^ro-inunune hypothyroidi^Bi. For more than 
one tboisand of tbe^ indivi&uds expected to 1 ms stri^oi with tl^id cancer, the 
disease will be ftdal. 

There is simply no excuse the caaud and buiemsc^ic pace of die 

Govemnent's release of this impcxtani indimtatim! and of the response to its 
ixil^ic health impUcattems. Hi^ should, by now, l»ve be^ an c^tre^ plan 
constructed aik implemeiited tbat~« a minimum^allows people to idei% 
di^aselves as btung at fftSixs risk ibr diyrc^ disease based ^ th^ ag<^ ^ader. 
dietary and geogfs^kik lockkm tfamt^ the p^od of idxive ground 

M«apo!is testing. Yet the I^Me (^Medicine's review of the NCI mertdy will, if 
Iweded, only {Homote the delays uid feed public cyntcitun. Unfixtunaldy, the 
ialltca^ of dU fed^ re^iemse (in die ccaiits. Ill tile Cffll^ess^ and 

in the Executive Brandi) to the miiliotts of pec^le eiqiQsed to s^Ecais levdstff 


'WMBcs'iAatefcr Nnr 
OiKEtaw 


SwokOffice l9UNc«K34«fcSt..«07,S*»«l«.WA S>8ie3.a96/547'3I75.R*;»>«S<7-7ISS 
Vi^iiijafR».OCO^ tsei l«rfi&,?m«»-2.WWMn|«».DC IW{».2««3i-WS8.iw2a2aS4-S53S 
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radiatraotfr^ ^ U.S. nuclear weapons program is its aversion to accqiting responsibility and 
providing ai^thing mcaningfiil in tbe way of help. 

It is a basic concept underiying a wide range of government responses to health effects from 
toxic t"t^*** and other hazards that potentially affected individuals have a "right to know." 
Based on the National Academy of Sciences/lnstitute of Medicine recommendations released 
earlier this month, it seems the government would be {Hitting itself in the {xisition, once again, of 
decisions about what ex|>osed and potentially affected people should know and when 
they should know k. 

If a {Mivate com|>any had developed information indicating that large numbers of people fa ced 
injury or death from eiqxisure to one of its products, surdy the Federal government would 
e9q)ect, at a minimum, that strong measures be taken to notify those at greatest risk and 
them to consult their physicians. The only difference in this case is that the 
contamination came from tbe U.S. nuclear wei 4 >ons program. 

Past efforts by the Atomic Energy Commission to mislead the American public about the human 
health risks of eiqiosures to fallout are wdl documented. There is a pattern of ignoring the health 
effects of nuclear weapons production activities that includes suppressing information and 
denying access to historic reccHtls. In the courts, tbe De{>artinent of Justice has continually 
thwarted efforts for civil compensaticm by arguing, successfully, that governmental decisions 
that exposed millions of Americans to ptkentially harmful levels of radiation are protected by 
sovereign inununity. 

Therefore, We urge you to use your full investigative {>ower8 to determine; 

* vdiy all the research required by Public Law 97.414, including any analysis of the health 
im|>acts of radionuclides other that I>133, was not completed in a timely manner; 

* who was responsible for delaying the release of this important information to Congress 
and the American public; 

* how faderal research on the impacts of nuclear weapons testing and production should be 
reorganized to maximize protection of public health. 

Thank for your leadership on these vital issues. 


Siisan Gordon 
Director 
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Sqpwnber 16. 1998 

To; Goveniii»mAI6dnPenM»iemSabcoiiimi«»»ooln^^ 


Rom; Tile AllUnco far >fode«r Ao e n ii n a ta i y 

Re: Hie Naiiooel Acedemy of Sdences/^m^ 

haidma’s n^xxt oo Btfwsuces <rf tl» Amencaa I^eople to Iodiae-131 from Ncvad* A-Bomb Tests. 
We aie movidine our anidysis of the review of Ac Kttoml Cancer Ins&tnre's (NCI) oo ^ 

s»eitlev*ayraessefdiuieview. Foreaiq^tliesaaitto^tadiliieieviewiUei^toasi™ 

Sf5di^3Sffn?8teSSSl^5SS^i^rSA&IOM «vfewt.us rfM.he bi|m 
to *e United Sates goveramenf s decisiop not to pro^ 

oraxwd u> » pnWic md medicsl intoinatiaa le^ioose) to people at bgkest nsk flom SUout 


11 Did the revkw de«l honestly with the hiatofitaa onnimstMwa of die NevKin T« Site (WK) 

exoosmes? Did die leview isseu the eovemnieiif s lespoosMity to provide medical seteeamg 
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scrceniog issue a less clear-cut caH than the NAS/IOM would like readers to believe, but diey've 
also backed off the other possible and plausible medical screening responses, responses that are 
immiiiwi to tbc arguments used to weigh-in against the thyroid cancer screening. 

Here's the philosophical question: In deciding whether to encourage or implement i n e dical 
.y pwiing , should the government's decision be affected by the government’s own contributions to 
the increased risk for £e diseases in question? 

We say yes. 'ntey say? They don't say. 

2) What does die review say about tiie quali^ the doses and risks pre s ented by NO? 

On this issue, it appears the NAS/IOM has done a pretty good job. Its criticism of the county-^- 
connty dos t? distinctimis in the NO report is measured and plausible. There are some ndio might 
read the NAS/IOM review to mean that the uncertainties in the NCI dose estimates reduces the 
that eiqiosures were as far-reaching and high as the NO cal c u la ted. But dial's not nditt 
they mean. readers should note on p. x of the report, the observation that ".Jhe mmber of 

persons receiving much higher doses {than the 1961 exposure limit of 5 remj, up w rmor 
more, could hme number^ in the tens of thousands " One of tiie key points that the NAS/IOM 
review reports on the issue oi doses (sec page 12-13) is that "individual dose es tim a t e s n^t te 
more variatde than are county averages." TTiis is key beca u se the bulk of tiieir criticism oo^ NO 
doses has w do with the tenuous nature of extrapolating to geogr^hic areas where diete are 
radiaticMi monitoring stations to those where there are not. But what they're saying, not 
surprisingly, is that it is your personal inofilc—who you are, how old you were, what gender you 
are, and what you were eating and drinking during that period— dial is, in most in s tan ces, g^^ to 
have a lot mixe to say about your thyroid dose (and ri^) than where you h^ipened to be living. 
Anoeber way to look at this is that while location is roost inqiortant in telling you whether you 
have received a significant dose from fallout, it is much less important in determirung how 
large a dose you may acnially have received. One significant conclusion Department of Health a^ 
Human Services (DHHS) and others should draw from this (at least with respect to ihy^ hc^ih 
issues) is that questions of personal risk should now focus more on personal information, rather 
than broader issues relared to geogra^y. 

3) How well does lOM defend its decision not to recommend proactive thyrodd cancer screening? 

TTic report does not make a strong case against thyroid cancer screening. The consideratioo h« is 

the ability tt> quantify benefits and harms— equations that are complicated because not w the 
benefits or harms are measurable in terms of physical ouictxDcs. Some are, and die presentation on 
the potential physical harms of layngcal nerve damage and injury to parathyroid glands is well 
done. Thus, those of us inclined toward SGreening would (even if we could successfully posit or 
document a benefit to some) have to confront the inevit^Ie opportunity causing physical and 

harm to others who would be essentially reenuted into the screening progranx 

What is surprising is that wc expected strong documentation for the assertion that scree^g for 
thyroid cancer has no effect on outcomes. If this documentation were provided by the lOM wc 
would not, and could not, even get into a examination of harm because any level of barm could not 
be justified. But the facts presented on pages 83 through 86 in the report are much different 
(hat. At best, what the report can show is d»t we really don’t know whether and 1^ much benefit 
there would be to a tfayroid cancer screening program. In the repeats words, here's why: 

"A major difficulty faced by the committtc in considering its recommendations on screcni^ te 
thyroid cancer was the absence of sound clinical research evaluating whcAcr early de^oo to 
through screening of asytxqitomatic people provides benefits in the form of kmgff life, 
reduced moiindity, or improved qualfry of Ufc and whether such benefits outwwgh wyharms 
by screening. Rig«ous pio^i^ve, randomized clinical studies of screening benefits arc 
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generally complicated, expensive, and rime consuming. Ideally, they would randomly assign 
asynq)tomatic individuals to be screened or not to be screened and riien track subset^uent survival 
or other outcocnes. No such studies of thyroid cancer screening have been published. 

Further, the NAS/IOM reports that it found only one study (Ishida and oriiers, 1988) that attempted 
any comparison of survival in screened and unscreened groups. While the stu^ concluded that 
there was a benefit to screening, the NAS/IOM criticizes the results because of "critical design 
Haws.” 

About a related study, the NAS/IOM notes: "Altbou^ it did not examine screening or screening 
benefits, another study (Mazzaferri and Jhiang 19W) suggests that once a thyroid cancer is 
manifaewid^ delay in treatment lowers the survival rate." 

This is the sum of it: The committee discrediting Ishida for design flaws but noting there is 
evidence that delay in treatment for thyroid cancer lowers the survival rate. This evidei^ (the 
Mazzaferri and Jhiang reference) is not di^nited But it is mysteriously discounted. Whik it is ^ 
the study of screening that the comniitiee is looking (in vain) for, it does ^ support to those who 
believe, intuitively or otherwise, riiat if screening leads » early deiectioa and erean^t, it can 
po sitively e ff en the survival rate. In plain terms, there is still anqile reason to believe ^ not prevv) 
that tiiyroid cancer screening can save lives. We suggest that the lOM/NAS is not entitled— by the 

weight of this evidence and xeasoning-to have the last word on this question. 

4) How does the lOM/NAS i^wrt deal with the Hanford Medical Monittring Program (HMMP)? 

Harshly. "[Tlhis committee concluded that research did not support systematic screei^g and that 

the TshiHa study cited by Agency for Toxic Substances and Disease Registry (ATSDR) was 
seriously flawed and did not provide vaUd, usable evidence of ^efit. DHHS will 
fffyhiish sQiT ^ process re* lesoh^g this copflkL If political pressure pror^ts DHHS 

to to recommend or encourage screening, it should make clear that scientific evidence does 

not support the recommendation." (^e 90) 

The NAS/IOM reasoning is that because the positive conclusions of Ishitk are not cre^ble, 
therefme there is no basis for moving ahead with screening at Hanford. Ishida is not the sum d tire 
justification for the HMMP. One of the considerations at Hanford, as with NTS. is that the at-nsk 
p<^)ulati(Mi is an exposed population. The cme in the I s hi da study was not an eiqxis^ populatKXi 
and even if we can't accept a conclusion that the program benefitj^ the women in tfic (}unina 
Prefecture that Ishida ct al. studied we should be <^reo to the possibility that screening might be a 
n« benefit to people who have been exposed, and particularly wtxnen entering tire age trf tiiyroid 
vulnerabiliv who were exposed when they were very young. 

The otiier issue here is this jab with science. What “makes tire NAS/IOM statement about the rote of 
"science" in this hard to swallow is that once again tire burden of proof Is bone by the victims. 
Typically, the burden is <mi exposed communities to prove thej/ve been harmed whra their harm, 
however genuine, is below the radar of epidenuologic detection, due lai^y to the s m all numbers 
in their communities. The lOM is saying that because of tire profound absence of any science 
gp^jiiring credibly to the issue of whether thyroid cancer screening has benefit (oc not), it shouldn't 
be recommended. This is oddly circular logic because it means that unless and until we study 
thyroid cancer screening programs to find out whether they wwk, they shouldn be 
Fccommended. It may be that one valid reason to do thyroid cancer screening (albeit on a limited 
basis) is to get better answers on wbether there is a benefit and, if so, bow large or small 

If you read between the lines here (p. 90) what you sec is the NAS/IOM criticizing^i^SpRs 
"political" decision to do medical monitoring u Hanfcffd when the proper "scientific _ dewicm 
would have been to send out pan^hlets. The Hanfixd Medical Monitoring Program isn't limited to 
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thyroid cancer screening. It alro includes blood test screening for non-cancer thyroid diseases, 
something the NAS/IOM review barely mentions or considers. 


5) How does the NAS/IOM report deal with non-cancer risk issues and medical screening fct 
hypocfayiddigm? ^ 


In his October 1, 1997 testimony before the Senate Appropriations Commits sSubwMttoe ^ 
into the NCI report last year. Dr. Jan Bcya expressed his caiccm that me lOM was^ng 
to devote attention to the non-cancer issues and not address the potential for screemng 

for non-cancer outcomes. was light m the mark. 


The subject is addressed <m pages 55 through 58 of the report "Data on ^e induction of 
nrtnfrtaiipnunt thvroid diseasc are inconclusive m the iodinc-13 1 dose range to wtoh most people 
were expo^ from Nevada test site fallout" Last October. Dr. Beyea told Confess tto 

autoimiiuine hypothyroidism and other noDcancer thyroid diseases ^ouid now be cvi^ m the 

US population ejmosed to fallout doses of about 40 rads," and that if you look at the d<^ level 
whw radiation triggers the anthithyioid antibodies that « the o^^sm of autoimmune 
h)pothyioidism. you can sec *1"* effect in the Chernobyl studies in die 0-30 rad range. 

The NAS/IOM tqx« sumnaiy on the bottom of p«ge 57 st^. "Ot^ 

thjtt there is a highly significant association between ionizing ladianon and occiinrace of 
nonmaUgnant th^M dis^ at higher levels of exposure. It is also wdem that this n^c<^ 
extend (town to die range of doses below 100 rad. For exposure to 1-131, howev^ Maxon s^ 
Sa fn gf** (1996) diat hypothyroidism fitnn 1-131 would be unlikely at doses below 10 to 20 

rad." 


Remember the text from page x: "..the number of persons 
1961 exposure limit of 5 ran], up to 1(X) rem or more, 
thoustm^." 


receiving much higher doses [dian the 
have numbered in the tens of 


Yet in the veiy next line of the NAS/IOM report on page 57: Thus, the data on non^i^t 
^tiAirtinn grc incoDcluslve in the dose range to which most people were exposed to raUouL 
As a result, the NAS/IOM panel did not further consider the iiiq)Ucaiioos of nonm al i g n a n t diseasc. 

This is where the Himissi nn of screening for non-canca thyroid diseases ends, althou^ the same 
mnrindrtn is repeated virtually word for word <m page 79. 

It is indefensible that NAS/IOM essentiaUy walks away from the non-cancer saecning option by 
that "most people" were outside the dose range of codcot. At a nu^im this 
reuoning leaves us wSfotens of thousands of people, and pc^ibly hundreds of thous^, or 
noorc. who were within the range of concern. It is remarkable, given the waght of the 
pyco to bencfit/haim considciatioia for thyroid cancer scicenmg, that the screening 
tuition for non-cancer ouicmnes gets tossed off with such reas onin g. 

There is no argument (other than cost) that would discourage a screening pro^ for 
hvoothvroidism and the other thyrmd conditions (including the early stages of Hashiinwo $ 

dSaise) that can be detected with blood tests. Given the weight of the government’s responsibility 

for the widespread hann caused by these exposures, why ^ouldn t 

immediately with a blood testing program offoxd to those who remain at higher nsk for thyrCHd 

disease because tb^ exposures. 


4 
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6) H(w does die KAS/KMicvfew treat the iss«e(rfo^)osareio Other rato acl i de s ? 

TlMst Is a decent discnmion of diis Issue beginning cm |»ge 10 c^ die nqpcn diet iKites. amoi^ 
chiiigs, that: "Scm^ of the mcaejpiCHZiiiMmt survsvisg radUmuciides in fallout are 
c«rboa-14. stroodisEi^, and cesium- 137 duf are iacorponuod ind> eavirofimemal media and food 
chams aiKi |)cr^t for decat^" It coochides widi tbe fcmovni^ otMesvaa^ 

Gives diat wchIc has already been dcme fa- iodifie>l31. It would be reladvdy easy to adt^ ^ 
n^bod fcr !fae addidcmal radionucl^ c^ interest ^gh Ms exeicise is imt viewed as an urgon 

indslic healA necesstQr." 

On the odicr band, the NAS sees the is^ erf addidoital reseaich inccspoiating waid-wide Odloot 
dilfcremtly. Ob pa^ ES-8, summariziiig ici leo om naca ndat i ons oa "Biroior Research," die authors 
state "dial sudi research was tinlikdy «> benefit public beidth and would divert resources bom 
other uses erf grei^ {mobidde benefit and ilia was srell as the {»sK of sudi research should be 
clouiy uiaiersaDod hefiare a decision is sadre m uadciital^ 

TTic "health" isare repeaiad here U a red beiring. T!« imWk demand is for aceouatability- This, in 

fact, is why dcasc reoonstnictions are daic aroui^ DOE finalities Mice Haofotd and Saviumah River 
and Rld^re document Ae ejqwsmes so that we can get a iisidle OB risk in a way diat wiU 
inform us as m udao, if any, public faeaiA re^joases are necessa^. Ibc puUk accmintalrfAy is 
ncccssfoy beouise of the reoecy aiKl. in many snstaiures, the lies mid to eiqposcai people 
downwi^ 

The NAS/IOM reviewers have k»t tooh wiA the reaittia f^red by tire human bdngs if&ctBd by 
die sut^gcia of Au remot fit doing so, they’ve ccmpterely and p^ptmefidiy abided die laiger 
tziorel c(Kin»x m whidb there issues iMwd m be 'HWsglM Slid consider 

There is a need to squardy address dw hareos <rfa Ayimd cancer screciiii« prognuiL But we also 
need to &cior is Omsiiiutltmai rights, die beeay^ (rf dmse rights by a Govemmatt chat fiukd to 
warn, exposed, and dren soi^ proiectk® fiom dvfl actions bdiiad Ae steel robe of sovereiffi 

immiwit iy. 

These issues make this more than a quesAm (rf how you deal wi A sasses trfpecpk at hl^ risk 
fimn laAMaexwmic rays. Thc»;exjx»aiesvrerepcare«al.1h^ were mis de me a n or assi^ciAat 
coidd i^pea, in time, to manslau^rer. The? toucAed red continue to touch tea! petpk and fistilres. 
No one at Ae Natkatal Academy was speaiaiig fox there people and addressktg their leptimare 
expectwions for bel^. 


11m Conaa (rf Ae NorAwest Enviionniental Educatron Fciiiiidatioo was Ae 
aaal;^. 


5 



THE NATION’S NEWSPAPER 



TOIW 


NO. 1 IN THE USA . . ■ FIRST IN DAILY READERS 




825 



for further inforutlons 
Bob Schaeffer (617) 4S»>0«61 


AUiance for Nuclear Accountability 

A nafwniUnetwifrkt^tnganimtiomitMtrinngtOMldmsiatmef 
nwlearrtva^l>0m froiuetion and umste dunufi 




TliuaitTfrFiniintmniriBtriiir 

efNwnAaBBaai 

!S<«m.OK 


NakkbSMiitM 
EiJ— ttOH 


Oak Kte lannMMial 

\iirilfir- 

OifclUjp.'!)) 



Rader MMMia Hhk Md JiiBB 



for iionediate release, Thursday, July 9, 199S 
GROUPS WHICH EXPOSED SECRET NUCLEAR FALLOUT RISK STUDY 
CONDEMN LACK OF COORDINATED HEALTH RESPONSE 
DEMAND SEG SHAIALA ALERT DOCTORS AND US. PUBLIC 

The utional network of organizations which helped force last sammer's 
release of the long secret National Cancer Institute (NCI) report on 
radioactive iodine Mout from miclear weapons testing today called <m Health 
and Human Services (HHS) Secretary Donna Shalaia to take action to address 
public concerns about health effects from potential contamination. 

In a letter to Sec. Shalaia, the AUiance for Nuclear AccountabiUty (ANA) 
wrote. "There is simply no excuse for the casual and bureaocradc pace of 
your agency's response to this information. There should, by now, have been 
an outreach plan constructed and implemented that — at a minimum - aUows 
people to identify themselves as being at greater risk for thyroid disease based 
on their age, gender, dietary patterns and geographic location during the 
period of above ground weapons testing." When NCI released iB faUout data 
last August, the agency promised a review by the Institute of Mcdiciiie witiiin 
six months. That report is stUl not completed. 

■If a private drug company had developed similar information - indicating 
that large numbers of people faced injury or death from having used tme of 
the company's products - surely the federal government would expect 
appropriate measures to be taken to notify those at greatest risk, the ANA 
letter continued. "The only difference in this case is that the doses of concern 
came from contaminated milk rather than a pill or injection. " 

The ANA letter concluded, "There is no reason to wait a day longer to 
issue advice on steps that should have already been taken. Such information 
can make a difference in peoples' lives and, in many cases, is likely to 
prolong their lives if it aUows early diagnosis of thyroid cancer. " 

A potentially fatal disease that can be caused by exposure to radioactive 
iodine, thyroid cancer is relatively easily treatable if diagnosed at an early 
stage. ANA urged HHS to provide public health officials and the public with 
information they need to identic who is most at risk and the symptoms that 
should lead to further nKdical examination. 

--30-- 

- Prior to Januaty 1, 1998 the Alliance for Nuclear Accountability was known 
as the Military Production Network. 

- The full Alliance for Nuclear Accountability letter to See. Shalaia is 
available on re<)uest. 


Saub Oflke: mi Monk Mtk Si. SaitvW, Stu*. WA 98103. 2(»rM7-3175, fa: 206/547-71 JS 


WSiUieicii, tx; OfBce: ISOI ISd, $■.. 9-2, WWunsran. DC 20009. 202/833-4668. Rui 202/234-9536 
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fact Sheet 

Th$ iOrrJj' 5 Lei hOl tegcty: 
p'c<i,>:>na ona Ttjr.nj ^uc^?Ql‘ Wsaoo^ 'i Hosaidtjuj ro hu^vi'- 


Wllrt4nfHMf49 IhnniKtalf »Mlpi>M pndMlM-Ud boi^. 

v^MMnpf'idc. W hi^JMz e4i^ nd dOk pvtHitblJj MUJ iLl^kh. Lbil^ Lhi Iiii^m iJ kiIh. 

«i^4K r^lvftJ i 11 ]hIv^ th« hvmvi unKl oahn ba^vtljralBanwl TImi iip 

naphatapBphfffJifvtttVE^irllJ^^SC^rnrptePtM/^rtiVbfM hl U Pl ^*rtfP Cl Pf*ii 
A wtd^pfv^ hjl dkrit rpiitak. 



iw Lhc IMOJU- IH Euw ifid ift> W W4 W d 'R«M#dk «4inMC Itui Mk»i f|H1 V04U-WMM- 
WfWTTfc gfi'BT i Irilli'^Tril rmrtiMlIp i*T*ih Ihlrl-rrtn KT-hlil TMt f f t Ih-wUdWr 

i^iM nil KElMlrkkvi^ijiMD t^hrmllten oJ * cuih nl«H£ btH.imiikfti fv^^oxa pndki^- 

[fif I tmjiwi In HihLi >kirdkiKthLfidluliafijKllirAlval nofi-steaJ Aahh tivJ 

afiKOiSMilii^iindjiaiifitapOMa. 


Tha ■ana Ihil tJv lualLh i iMpi [iin i w al —^— ■--p— pmduR^n ud tatlr^ an mBpanhli Id 
ihc worn InwR pU^ue^f ilui IM-ncivurp, iJv- UuTiftfu ptndnic d ISLT-IfHP whldL Ui iht LUhI 
!■■■>■ I tin jppjiiijmUjm,jttl 


rructw Wvx'Wf'nni h? nw pjMxrwkunfiP l^i uiiifMafrptT' 

uJjji ■ ■L»iIiI l» I ■iwip^im-tfi ig^A»-i»ih i»J hL^ti lfwti-«f n-hrt*» . AxadM^fUrr 
■HiilliiH n ItUI Ip k- wuiT*ii#led ta qtiidf^'B t^vlh ■Ki^w^, \}mf 

■JVUft LIM BMlk uim whuft ^ rniLulJHtaS ivUh UlhC .ttto AnapJvr^ Didiir IbMIj^. 

hBiw Utaic WHM TiiiMpTTl. ■■ft rlM In LI« mrUHTn Ewruptan wbe- bnd durir^ Ifai audw 
n w« ■■|■l■^^ Id t^i^uni mna wathMoisidmm. 

Man nmlJitufamiai ulna ard lb ~dcwDwlbton~ wJvi iwynurdwthHiiJ LH-rri&dHriw^^ 

«ni LibIh hflVD ^■~■^fTl use* pi±lfc1iy ad CBiryadca hmi Ih# 1^ duLr Hi^eKa asd 

xiunij^ Hill. ■■■I, H If ivHT^iMU' ihn itiq natnai <tii'»J|i'4(Kf WI^ ^K1rivid.^B^<aa^|r4>M9 d mill- 
itoOl HKiiU' WUh^ TIk Nidmal bvtiirilr'i ^laJ^ oif tia&JM-l3-1 Ukait xudi -ba Lhal 

mari^ fBJim ta lb U 9 >^ Lhi Ibra-irfxBi^wlb hip pff ItvJ^ 4 J| idsiwaMi^Ttii^rm.'^ 


'lii- bhiiifi Df E..DC-uie lo rADda op.' 


r'VTy4n( wiv krcd In ih-lJS 4mlrf Uk 4iw ^ prunf nadcir vtip«Ri itao Ik- 

Lwm IMS «ril Ifb! mi ofnai In rvluKtnv Ulojl. FiCiiil rnitamJ rwliiKtlw kHriop^ H^a 

n™ui^ Mkine, pliHfnVTVffliriMn.l ffrU^ pl B^lf pHfll. ma irtW" S«y Spm [url^ 

UIMjI KDiliH lUiln Ifaf iTTfiiiKinBi lilr Lni{ ^vAimIl uduiif Llv p lrta Jn fa- iHui/i biMiFJ fitf 
;wii. ki KfatoHi iN>UHJ¥li (ilVun-. 

En^uir In n4li[taii Im nutcir «fu ocdui- tv lihilf>)t wliaicin t lUknii ipsknUti. ifaurtw} Uk 
-hdknb Uydu^ Ihi Bknvnbyn'inf^m^ Lhf till« Lhnu||i rmlunxubfd ilocij ^«uhr 
iW'ifc lu f aR-gmnUiroiulilcrtd dM-nfiKiidiPftflHif pwitMuri ill fKpoiujv. 


-UllKUB ^ A«*aflit>lU|]r 
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EXHBtTH. 


Comments on National Cancer Institute 
and 

Institute of Medicine Reports 

Submitted on Behalf of the EnviroBmental Defense Institute 
By Chuck Broscious, Executive Director 
September 21, 1998 


The National Cancer Inaitute (NCI) report ‘ on nuclear bon* fallout from the Nevada 
Test Site (NTS) identified five counties in tiK US most etfiiaed and four were in Idaho. The 
Institute of Medicine (fOM) review ’ of the NCI report contains (in appendix D) a Cancer Data 
Registry of Idaho report titled “Thyroid Cancer in Idaho, 1970-1996 ,” This report concludes that 
“None of the four Idaho counties with highest estimated (based on NCI report] exposure to 
iodine-B 1 showed an elevation in thyroid cancer cases from 1970-1996." 

Table 1 (Invasive thyroid cancer in Idaho, 1970-1969 among all birth cohorts) in the 
above Idaho Cancer Registry report however shows that all four counties identified in the NC! 
report (Custer, Blain, Gem, and Lemhi) had increases in thyroid cancer, Ada County experienced 
the most signifleant increase in thyroid cancer in Idaho (276 observed, 22 1 .4 expwted). The 
Idaho Registry report failed to disclose that Ada County borders Gera County to the north Of 
the forty-four counties in Idaho, fourteen had an increase in thyroid cancer. 


‘ Estimated Exposures and Thyroid Doses Received by the American People from lodine- 
1 3 1 in Fallout Following Nevada Atmospheric Nuclear Bomb Tests, A Report by the National 
Cancer Institute, October 1997 

^ Expoaire of the American People to lodme-13 1 from Nevada Nuclear Bomb Tests: 
Review of the National Cancer Institute Report and Public Health Implications, Institute of 
Medicine, 1998 


lucH n.cr.vr t'.,,. 
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An Idaho Division of Health report ’ reviewed a six county area around the Idaho 
National Engineering and Environmental Laboratory (INEEL). The report notes that, “The 
observed number of central nervous system cancers for the six county area was 1 10 (89 expected 
based on the rest of Idaho, p=0.013).” The report also notes tlmt, “A significantly higher number 
of cases of brain cancer (182 observed, 151.6 expected, p=0.007) was reported in the six-county 
area for the years 1975 to 1 994.” This six county area (Bingham, Bonneville, Butt, Clark, 
Jefferson, and Madison) borders three of the four counties that the NCI report estimated with the 
highest 1-131 doses. 

A report written by Car! Johnson, MD and Michael Blain, Ph. D. reviewed federal data on 
cancer mortality and state data on cancer incidence in the six counties near INEEL. This report 
notes that, “When the Idaho state population is employed as a control group, there was an excess 
number of deaths (1950-69) from cancer of the more radiosensitive organs (17 observed, 9.4 
expected, p=<.05).” “Mormans have a 23% lower rate of cancer than other populations and the 
six counties have large Morman populations (range = 40 - 80%).” “When the cancer incidence in 
the counties is compared to a Morman control population, there is an excess cancer incidence 
(1971-80) in Bannock (659 observed, 485.7 expected, p=.001, Bormeville (547 observed, 447.9 
expected, p=.001), Butte (47ob»rved, 34.5 expected, p=.05), and Clark (1 1 observed, 6 
expected ) counties.” * 

Sampling of Pronghorn antelope over a five year period in southeastern Idaho found 
Iodine-131 and Iodine-129 which resulted in significant doses to the animal’s thyroid. The 
antelope were studied because they were considered good indicators to determining the likely 
doses received by the human populations. ^ Idahoans are less concerned about which US nuclear 
site the radioactive pollution came from, but they do want to know what the cumulative impact is 
and that the federal government compensate the individuals harmed. 

The Institute of Medicine report notes that “Given the public concern about doses from 
iodine-131, further understanding of the risks to the U.S. population could be gained by a detailed 
evaluation of the dose and risks from the other radionuclides released by the atomic tests at NTS. 
Given that the work has already been done for iodine- 1 3 1 , it would be relatively easy to adapt the 
method for the additional radionuclides of interest though this exercise is not viewed as a urgent 
public health necessity.” I fully agree with expanding the research to include other nuclides and 


’ Idaho Public Health Brain Cancer Study, Idaho Department of Health and Welfare, 
Division of Health, Cluster Analysis Working Group, April 25, 1997 

* Radioecologicai Effects on Animal and Human Populations Near the Idaho National 
Engineering Laboratory [sic], Michael J. Blain, Ph. D., Carl J. Johnson. MD, Carol F. Kreider, 
BS. , Robert W. Nicholas, BS, May 1985 

^ Commentary on the Scope of the EIS on Special Isotope Separation Project: 
Implications for Idaho, Michael Blain, Ph.D., March 1 1, 1987, citing; 

Markham, O. D., Halford, D.E. ct. al, 1-131 Concentrations in Air, Milk, and Antelope Thyroids 
in Southeastern Idaho, 1980, H^th Physics 38; 321-326 . 
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other radiosensitive diseases, but vehemently disagree that there is not a public health necessity 
for the same reason that it was unconscionable for NCI to withhold the 1-131 study for thirteen 
years. Additionally, the federal government has a moral/ethical obligation to tell citizens what 
cumulative dose they received from all domestic nuclear weapons operations. This by definition 
must include nuclear weapon materials production and reactor test site releases in addition to the 
bomb tests. The current piecemeal disclosure masks . total impact on public health. This is 
especially true for Idahoans because the state received doses from the Nevada Test Site, Hanford, 
and INEEL. 

The NCI report that used average intake of I- 1 3 1 is misleading and perpetuates the federal 
government’s misinformation campaign of deception against the American people. Critics of the 
report offer credible evidence that the maximally exposed individual could have received 25 times 
the dose reported by NCI. ‘ In the case of Idaho, that could mean a range of 300 to 400 rads to a 
small child drinking backyard cow or goat milk. 

Funding additional health studies - even credible studies - does not constitute 
compensation to those individuals whose health is impaaed by the federal government’s nuclear 
policy. Congress has a responsibility to provide funding for medical monitoring and care for 
effected populations. Due to the wide range of health outcomes from radiation exposure, a 
general default health care program must be offered. Focus on thyroid categorically misses all the 
other radiogenic diseases. Poor rural populations currently under serviced by health care 
providers and residents that have no health care insurance will only get that care via a 
Congressional funding bill. 

The environmental monitoring data collected by the Public Health Service for the Atomic 
Energy Commission and the Department of Energy must be declassified and released to the public 
using a similar process used for the Human Radiation Experiments, Department of Energy and 
Department of Defense continue to deny Fre^om of Information Act requests for radioactive 
release documents on the grounds that national security will be compromised. No credible claim 
to national security can be made on 40 - 50 year old radioactive release data. A healthy 
democracy can not exist when the government hides its misdeeds behind a veil of secrecy. 


“ NCI Study on 1-13 1 Exposure from Nuclear Testing: A Preliminary Critique, David 
Rush, MD., H. Jack Geiger, MD. Physicians for Social R^ponsibility, Winter 1997-98 Health 
Research Bulletin 
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EXHBIT i 10 

Tim Connor 
Chairman 

Sutwommittee for Community Affairs 


Senator Susan Collins, Chair 
Senator John Glenn 
Senate Governmental Affairs Committee 
Subcommittee on Investigations 
too Russell Senate Office Building 
Washington, D C. 20510 

Dear Senators Collins and Gienn: 

On behalf of the Department of Human Sendees Advisory 
Committee for Energy-Related Epidemiologic Research, I would like to 
submit the following report with recommendations for the record attended 
to the hearing before the Subcommittee on September t6th. The 
attached report from the Advisory Committee was unanimously adopted 
by members in attendance at our meeting on September 24th. I thought it 
relevant to the issues the Governmental Affairs Committee has been 
looking into with resp^ to the conduct of radiation research and, 
specifically, the questions of how to proceed to address the continuing 
health risks to the American people from nuclear weapons test fallout 
originating at the Nevada Test Site. 

I'm sure I join countless other Americans in thanking you for your 
interest in these questions. 


FnMdi RTbo, PTlO. 
HooehotCnlaiiouCofpomhn 
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RESOLUTION OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES 
ADVISORY COMMITTEE ON ENERGY-RELATED EPIDEMIOLOGIC RESEARCH 
WITH REGARD TO E)ff>OSURES OF THE AMERICAN PEC»>LE TO FAU.CWT FROM 
THE NEVADA TEST SITE 

AS UNANIMOUSLY ADOPTED. SEPTEMBER 24, 19M 


K is with the knowledge of the history and circumstances appended 
to this document that the Committee apiwoaches Ks recommendations as to how 
the Departmern of Heath and Human ^ivices should respond to the October 
1997 report from the National Cancer InstKute. Because the Committee 
advises the Secretanr on the research agenda and related public health 
activities, there is a limit to the scope of our recommendations. Given the 
breadth of this particular issue, however, we think it appropriate to frame 
our recommendations with the hollowing findings. 

FINDINGS 

FINDING #1 : FEDERAL EFKJRTS TO ADDRESS THE PUBLIC HEALTH 
CONSEQUENCES OF NEVADA TEST SITE FALLOUT ARE STILL INADEQUATE. 

Despite the good intentions represented by the Radiation Eiqposure 
Compensation Act of 1 990 (RECA), as amended, federal efforts to ackfress the 
continuing health risks of populations exposed to radiation from nuclear 
weapons testing and nuclear materials production activities are clearly 
inadequate. RECA is a limited monetary compensation ^ort that provides $50,000 
payments to people who can show they lived in ’designated affected areas' of 
Nevada, Utah, and Arizona during high fallout periods and who were subsequently 
diagnosed wHh one of 13 types of cancer associated vrith radiation 
exposures.^ As the 1997 NCI report on iodine-131 exposures from NTS fallout 
makes clear, one didn’t have to live in the designated areas of the 
southwest to be exposed to faltout at lav^s that substantially increased 
the risk for cancer. Nor is cancer the only disease for which people 
exposed to fallout are at greater risk. 

FINDING #2: THE DIFFICULTIES IN IDENTIFYING SPECIFIC FALLOUT INJURIES 
DO NOT ABSOLVE THE FEDERAL GOVERNMENT OF ITS RESPONSIBILITY TO 
SHAPE A MEANINGFUL PUBLIC HEALTH RESPONSE. 

Given the wM^pread nature of the fallout and the limitations of epidemiology 
when it comes to identifying specific cases of low-dose radiation injuries, there are 
inherem and formidable difnciAies in locating ttie people whose cancers or mher 
health problems are attributable to fallout mrposures. &ill, the difficulti^ in identifying 
individuals whose injuries are caused by faltout exposures does not absolve the 
federal government rtf its cMI and moral responsSMiky to aid the injured. The general 



832 


Page 2 


obligation of the Government to attend to the well-being of its citizens is, in this 
instance, profoundly enhanced by the feutts that the Government is responsible for the 
exposures and for failing to give people the information necessary to avoid or 
minimize the risks imposed upon them. 

it Is not the role of this committee to make recommendations on the 
delivery of health care. Based on the above principle, however, we 
encourage the Secretary to work with the President and the Congress to: 

a) Improve the nation's capability to better Identify the people 
who've either been Injured by radioactive fallout or who are at 
substantially greater risk for Injury due to their exposures. And, 

b) Take reasonable and prudent steps to enhance the diagnostic and 
other health care services available to those who've been affected or who 
are at appreciably greater risk for injuries due to their exposures. 


FINDING #3: RESEARCH IS NOT A PUBLIC HEALTH RESPONSE. 

The Committee will recommend additional research activities to 
supplement the information provided in the 1997 NCI report on iodlne-t31 in 
fallout. It is important for us to note, however, that research, by 
itself, is not a substitute for the assistance that many exposed people 
believe, with good reason, that the Government has a responsibility to 
provide. 

FINDING #4: THE DELAYS IN SHARING IMPORTANT PUBLIC HEALTH 
INFORMATION ABOUT FALLOUT EXPOSURES HAVE REINFORCED PUBLIC 
CYNICISM TOWARD FEDERAL OFFICIALS. 

Specifically with regard to the October 1997 NCI reporl on 
iodine-131 exposures, the Committee is still troubled by the unnecessary 
delays In sharing important information on exposures and risks with Congress 
and the public. The request from Congress for this study came nearly 15 
years before it was completed. The record and the literature indicates that the data 
collectbn and analysis were essentially complete five years before the study was 
released to the public. While we respect the deliberative and administrative processes 
necessary to put together a report of this magnitude, those requirements should 
neither have prevented nor discouraged the communication of substantive information 
of clear public health importance to Congress and the American people. Regrettably, 
the delays in releasing the information that the NCI did finally share with the public in 
the iast year have oniy reinforced the cynicism of many citizens and exposed 
communities. It increases the burden that many federal agencies share in trying to 
overcome the suspicion that the Government is still unwilling to ^uarely acknowledge 
the harm caused by past policies and to commit resources to assist those who may 
have been Injured as a result. 



833 


Pages 

RECOMMENDATIONS 

RECOMMENDATION #1 : FULRLL THE LEGISLATIVE INTENT OF PUBLIC LAW 97- 
414. 


The Department of Health and Human Sennces should, without further 
delay, take actions that are necessary to fulfill the substantive intent of 
Public Law 97-414, Section 7 which Congress passed in January of 1983, more 
than 1 5 years ago. This section of PL 97-414, the "Orphan Drug Act," 
provided the statutory marxlate for the 1997 NCI study on iodine- 131 in fallout. There 
are two parts of Section 7 that apply to assessing the public health impacts of fallout 
from the Nevada Test Site (NTS). Section 7(a) contains the mandate for iodine-131 
and includes stipulations for thyroid cancer ri^ estimates that were not provided in the 
October 1997 NCI report. Section 7(b) called for the development of radio- 
epidemiological tables that would be inclusive of all cancer types and allow 
the calculation of individual risks to all cancers from exposure. As a first step, the 
Committee recommends that DHHS evaluate and seek to clarify the levels of 
uncertainty in the estimation of thyroid and other radiation doses attributable to NTS 
fallout.* this leads to our second recommendation. 

'The Committee expects that with respect to the range of biologically significant 
radionuclides broadcast by the NTS twmb tests that the calculations of individual 
doses and risks can {as directed in Public Law 97-414, Section 7) be provided to 
exposed individuals. The Committee further expects that such estimates can be 
calculated with appropriate subjective confidence intervals and that clear 
communication of the qualifications and explanations of the uncertainties will be 
provided with the individual dose estimates. 

RECOMMENDATION #2: COMPLETE A COMPREHENSIVE DOSE 
RECONSTRUCTION PROJECT FOR NEVADA TEST SITE FALLOUT. 

The Department of Health and Human Services should, without further 
delay, commit itself to extending the nationwide dose reconstruction data 
base and dose assessment formulas for Nevada Test Site fallout beyond 
lodine-1 31 to include all of the biologically significant radionuclides in 
nuclear weapons test fallout. The goal of this project should be to fulfill the 
Congressional intent of PL 97-414 Section 7 and provide the American people 
with the accessible means to calculate their full exposure (and consequent 
health risks) to Nevada Test Site fallout. Among the first steps in this 
process is a review of the methodology and data used by the NCI in producing 
the 1997 report dealing with iodine-131, and an examination of the 
Department of Energy's Offsite Radiation Exposure Review Project which 
examined fallout distribution In counties near the Nevada Test Site. Given 
the regrettable insularity and lack of public oversight of the NCI report on 
lodlne-131 in faliout, the Committee recommends that special attention be 
given to the creation of an oversight committee. The selection and charter 
of this oversight committee should be under the general supervision and 
oversight of the ACERER and be modeled on the health effects subcommittees 
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that are monitoring health research activities and providing input to HHS 
and ATSDR at various specific sites around the nation. 

RECOMMENDATION #3: NOTIFY AMERICANS OF THE FACTORS THAT MIGHT 
HELP THEM TO DETERMINE WHETHER THEY RECEIVED SIGNIFICANT 
RADIATION DOSES FROM NTS FALLOUT. 

The Department of Health and Human Services should, without further 
delay, initiate a program to provide notification to Americans who are known 
or expected to have received significant radiation doses as a result of 
their exposure to fallout from the Nevada Test Site. This notification 
effort should, among other things, make use of the physical, atmospheric and 
meteorological analysis developed in support of the NCI report on iodine-131 
exposures and be further guided by other known factors (i.e. age, sex, diet) 
that would be expected to have a significant effect on exposure, dose, and 
risk. At a minimum, this notification effort should have a high probability 
of reaching those at greatest additional risk for cancer and other illnesses 
(e.g. hypothyroidism) as a result of their exposure to NTS fallout.^ The 
Committee strongly encourages that multiple methods be considered to make initial 
notifications and that supplemental materials and processes be developed to handle 
subsequent inquiries (see Recommendations #4 & #6). To the extent practical, the 
notification process should make use of existing networks, relevant 
community-based organizations, and entities such as the health effects 
subcommittees organized to address health concerns at U.S. Department of 
Energy facilities. The implementation of this program should be guided and 
monitored by the advisory body addressed in Recommendation #2. 

RECOMMENDATION #4: CREATE A PUBLIC AND HEALTH CARE PROVIDER 
INFORMATION SERVICE ON NEVADA TEST SITE EXPOSURES AND RESULTING 
PUBLIC HEALTH CONCERNS. 

Concurrent with the development and implementation of the notification 
measures recommended above, the Committee strongly recommends the creation 
of a service, or network of services, that can provide information and education 
resources to those notified. While the Committee strongly believes the Government 
has a moral responsibility to notify those who are still at significant risk for injury 
because of their exposures to fallout, we also believe this notification should be done 
responsibly, with adequate backup to answer immediate questions and provide 
broader education resources as necessary. It is plausible, for example, that notification 
without access to additional information would unnecessarily heighten fears as to the 
likelihood of cancer and other diseases. At worst, it might even lead to 
unnecessary surgery (e.g. the removal of healthy thyroid glands). 

The Committee notes that the orientation, services, and materials 
developed by the Hanford Health Information Network (HHIN) to serve people 
exposed to radiation emissions (principally iodine-131) from the Hanford 
nuclear facility in Washington state are a useful model for this purpose. 

While the nature and scope of this service should be guided by input from 
the advisory body referenced in Recommendation #2, we recommend that DHHS 
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begin assessing the costs, feasibility, and possible deployment of such a sen/ice 
immediately so as to prevent any additional delays in the notification effort. 

RECOMMENDATION #5: SUPPORT ARCHIVAL PROJECTS TO DOCUMENT 
EXPERIENCES OF EXPOSED PEOPLES 

The Committee recommends that the Department of Health and Human 
Services lend its cooperation and support to archival and other projects 
devoted to recording and preserving the histories of peoples expo^ to 
radiation from nuclear testing and nuclear weapons materials production. 

Archival projects can yield important information that helps to ^ed light 
on exposures and health effects (i.e. exposure pathways, disease 
incidences). But the main reason to support these projects is that they can 
help honor and, to some extent, help restore the dignity of those whose 
experiences were overlooked or routinely disputed by the Government as it 
pursued nuclear weapons production and testing. 

RECOMMENDATION #6: FURTHER EVALUATE SCREENING OPPORTUNITIES FOR 
THYROID CANCER. IT IS URGENT, IN THE MEANTIME, TO EVALUATE THE 
ADVISABILITY AND FEASIBILITY OF SCREENING FOR OTHER (NONCANCEROUS) 
THYROID AND PARATHYROID DISEASES, WITH A PRIORITY TO EVALUATE THIS 
SERVICE FOR THOSE AT HIGHEST RISK DUE TO THEIR EXPOSURES. 

INTRODUCTION TO RECOMMENDATION #6 

The Committee notes with interest and concern the decision of the 
Institute of Medicine's Guidelines on Cancer Screening Committee not to 
encourage medical screening as part of the nation's response to the NCI 
study of iodine-131 exposures to the American people. 

Notwithstanding the uncertainties about individual doses, the documentation of 
the widespread pattern of fallout and the magnitude of thyroid doses provided by the 
NCI study lends considerable weight to public appeals for a public health re^nse. 

In evaluating whether and how to provide such a response, government decision 
makers cannot avoid the historical and ethical context of these appeals. Not only are 
the health risks considerable, but the Government~by falling to warn and protect 
people from fallout exposures-bears direct responsibility for the ensuing injuries, 
even if it cannot be held legally accountable for them. 

On the other hand, it is clear that the most direct response to the most common 
health effect-medical screening to detect thyroid cancers-is fraught with its own set 
of practical and ethical problems. There are legitimate and unresolved questions as 
to whether early detection of thyroid cancers can measurably improve the survival rate 
in the screened population. These questions must be weighed alongside the concern 
that thyroid cancer screening inevit^ly invites a significant number of inconclusive 
biopsy results, some of which will, in turn, lead to complete or partial removals 
of thyroid glands. Although some fraction of these removals will prevent the 
occurrence of thyroid cancers (a small percentage of which will be fatal cancers). 
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most removals will not improve the health of individuals and all removals run the risk 
for potentially serious surgical complications. In short, it is not clear that a thyroid 
cancer screening program can be implemented in a way that, on whole, results in 
more physical good than harm. Thus, while the NCI study may have strengthened the 
moral argument that the Government "owes" exposed citizens a public health 
response, thyroid cancer screening could be the wrong response. 

The paradox on the issue of thyroid cancer screening does not, however, end 
there. Even though there is no simple way to resolve just what public health response 
the Government should provide (and to whom it should be provided) there is an 
overriding moral obligation to inform people who are at significantly greater risk 
because of their exposures. Although this notification Is not the same as offering 
enrollment in a thyroid cancer screening program, it inescapably invites many of the 
same ethical concerns. If, upon notification, individuals seek medical exams in 
response to their concerns about thyroid cancer, they are entering into the same realm 
of circumstances that could lead to the same diagnostic uncertainties and difficult 
decisions that so complicate the decision about whether to formally offer thyroid 
cancer screening." 

"On this point it is noteworthy that some authoritative health 
organizations--the American Thyroid Association and the Hanford Health 
Information Network-already encourage neck examinations for people who are 
concerned about their possible exposure to radioactive iodine from atmospheric 
nuclear weapons testing or nuclear facility releases. 

This is an important consideration. If government decision makers were to 
decide that thyroid cancer screening is appropriate for some subset of persons 
exposed to NTS radioiodine, it is clear that screening would require a carefully 
prepared screening protocol and a medical outcomes decision path that, to the extent 
possible, acquaints people and their physicians wKh the best available information 
about risks and choices. It therefore stards to reason that if the Government is to 
undertake (as it should) a major effort to notify people about their risks from 
radioactive iodine exposures, it should be prepared to educate those notified about 
the questions and issues that await if those individuals seek a neck exam, and if that 
exam (palpation and/or ultrasound) results in detection of one or more nodules. 

The Committee also notes with concern that the interpretation of case studies 
and the reasoning offered by the lOM panel on the thyroid cancer screening issue is 
squarely at odds with that applied by the Agency for Toxic Substances and Disease 
Registry (ATSDR) in its July 1997 proposal for carrying out the Hanford Medical 
Monitoring Program (HMMP). 

The Committee has not yet been able to fully evaluate the differences in the 
circumstances and reasoning as applied by the ATSDR at Hanford and by the lOM 
Committee to the Nevada Test Site exposures. We believe these differences warrant 
careful evaluation before final decisions are made about what medical screening 
responses are appropriate to address radbiodine exposures attributable to NTS 
fallout. 
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One of our major concerns, in the meantime, is that the lOM recommendations 
could be used as justification for further deiays in funding the Hanford Medicai 
Monitorirtg Pian. We do not believe that funding shouid be delayed. While the 
Committee members are concerned about the provisions and consequences of the 
Hanford Medical Monitoring Plan, we respect the process by which ATSDR brought 
together scientists, expert consultants, and a diverse group of stakehoiders to shape 
the scope and details of the plan. 

Coupled with the U.S. Department of Energy's resistance to providing timely 
and adequate funding for the HMMP, we are aiso concerned about the public 
perception that the Government may once again be backing away from its 
responsibiiity to extend public health services to those who received significant 
exposures from federal nuclear weapons production and testing activities. In this 
instarx:e, the plan proposed by ATSDR was carefully developed in accordance with 
ATSDR's maridate under the federal Superfund law to provide health surveillance to 
exposed communities when a significant increased risk of health effects has been 
demonstrated. 

Finally, the Committee also believes it important to recognize beisic differences 
in the techniques and issues related to screening for thyroid cancer and screening 
for hypothyroidism. In screening for thyroid cancer, any expected benefits for early 
detection of cancers must be weighed ageiinst the inevitable harm of instigating a 
certain number of unnecessary surgeries. This difficult trade-off should not, however, 
cloud the issue when it comes to making decisions about whether and how to 
implement screening for hypothyroidism. Because screening for hypothyroidism 
involves blood tests rather than direct examination of the thyroid by palpation, 
ultreisound and fine needle aspiration biopsy, and because treatment for 
hypothyroidism does not involve surgery, a hypothyroidism screening program can be 
implemented with a greatly diminished risk for promoting unnecessary surgery. 
Because undiagnosed hypothyroidism can be a seriously debilitating and sometimes 
lethal condition, and because the number of diagnoses and referrals for treatment 
could be substantial, the Committee believes it is important to evaluate screening for 
hypothyroidism separately from the evaluation of whether and when to implement 
screening for thyroid cancer.3 

6) DHHS should carefully evaluate the recommendations of the National 
Research CounciFs Review of the National Cancer Institute's Report on Exposure of 
the American People to 1-131 from the Nevada Test Site with regard to screening for 
thyroid cancer and other thyroid diseases. In light of the lOM Committee's 
recommendations, and the substantive corxsems about the negative consequences of 
implementing a large-scale screening program, the Committee recommends that 
DHHS look carefulty at opportunities to implement screening efforts under 
circumstances that can reasonably be expected to promote more benefit than harm to 
those for whom the program would be available. In particular, we recommend DHHS 
independently evaluate the cost, feasftxlity, and expected outcomes of implementing 
screening programs for thyroid cancer and hypothyroidism. 

With regard to screening for thyroid carreer, the Committee respects the 
reasoning that discourages moving fbnrard quickly with a general thyroid cancer 
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screening program. It is conceivable, however, that the anticipatecl harm to benefit 
ratio (namely, the number of unnecessary thyroid removals versus the number of 
confirmed thyroid cancers) could be significantly different among one or more 
subpopulations who received higher doses. 

For this reason, we recommend that DHHS move with deliberate speed 
to evaluate the opportunities for, and feasibiiity of, identifying and locating high dose 
subpopulations for whom thyroid cancer screening would merit further consideration. 
In evaluating such siA)popuiation(s) for tf^oid cancer screening, ttie Oommittee 
further recommends that protocols for identification and implementation address the 
following considerations: 

a) dose 

b) gender 

c) genetic predi^sition, including ethnicity 

d) limRed and discriminate use of ultra-sound 

e) limited and discriminate use of biopsy (fine needle aspiration) 

f) quality assurance 

g) informed consent for followup surgeries 


With respect to screening for hypothyroidism, the Committee recommends a much 
more proactive approach. On this subject, the key considerations are those of cost, 
quality, and post-diagnosis protocols for referral. In implementing screening for 
hypothyroidism, the Committee recommends that DHHS develop strategies to help 
ensure that those at highest risk for hypothyroidism have the earliest access to 
screening. 

Finally, the Committee recommends that further evaluation of thyroid 
screening be done under the oversight and with the participation of the 
advisory body referenced in Recommendation #2. This advisory body should 
have an opportunity to make its own recommendations to the Secretary with 
respect to the feasibility and advisability of implementing screening programs. 

The commitee also draws attention to the fact that the full implementation 
of any screening and/or treatment programs will be seriously impaired by the 
unaddressed problems of the millions of etqoosed persons who lack health 
insurance, other means to pay for care, reasonable access to physicians, or 
al of these. If such plans are to be feasible, this Issue should not continue to be 
ignored. If such plans are to be equitable, the government must assume responsibility 
for providing access to care and/or the costs of such care for those exposed persons 
who lack such access or the means to pay for it. 
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HISTORY AND BACKGROUND FOR THESE RECOMMENDATIONS 

Beginning with the war-time *Manhattan Project* in 1942, the U.S. 

Government opened a new chapter in human history. The scientific and 
technok^ical feats that brought in the Atomic Age are as profound as the 
disquieting questions that followed, questions about how arxl whether 
societies can make use of nuclear technology while exercising the wisdom and 
restraint it so clearly requires. 

There is, however, an important part of this history for Americans 
that is best informed by the experience of citizens who live downwind from 
the Nevada Test Site (NTS), the 1 ,350 square mile outpost in the seemingly 
isolated desert of southern Nevada. These were the people who, especially 
during the peak p^d (1951 thru 1958) of above ground nuclear testing at NTS, 
found themselves in harm's way from radioactive fallout. 

The hazard was physical in nature. Fallout particles drifted and 
rained down from the sky to irradiate on contact, to be inhaled, and to be 
ingested in water, milk, and foodstuffs. Today, the best scientific 
evidence supports the conclusion that the delayed effects of radioactive 
fallout were likely harmful to tens, if not hundreds, of thousands of 
people. Because of the latency between exposure and the onset of cancer and 
other diseases, the risks for these injuries continue to this day. 

What the October 1997 National Cancer Institute report on radioactive iodine-131 
exposures makes clear is that the hazards from weapons test fallout at NTS were 
not confined to Nevada, Utah, and Arizona. People~and especially young children- 
living downwind of the test site from Idaho to Texas, and in between, all the way to the 
eastern seaboard, were likely to have received significant radiation doses if they were 
drinking milk from cows or goats pastured in areas where the radioactive debris from 
bomb tests rained out in high concentrations. 

As advisors to the U.S. Department of Health and Human Services 
responsible for making recommendations on how federal public health agencies 
should respond to information like that provided in the NCI report, we 
believe we have a two-fold obligation. To Secretary Shalala we owe our best 
efforts to make recommendations that will advance scientific knowledge about 
radiation effects and respond to legitimate occupationeil and public concerns 
about past and continuing exposures. To the American public we owe a basic 
commitment to understand the experiences of exposed communities and to be 
attentive to the legitimate expectations of these communities for honest and 
accurate information. 

It is with these obligations in mind that we give our attention to the issues our 
nation still confronts with respect to the public health legacy of nuclear weapons 
testing. The testimonies and historical eWtence brought b^ore Congress and the 
courts over the past 40 years convey a deeply troubling story, one that is all the more 
disturbing because it took place in the world's oldest democracy. The record is clear 
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that, at a minimum, officials of the U.S. Atomic Energy Commission (AEC) actively 
discouraged the dissemination of important information about radioactive fallout for 
fear that public concerns about health consequences would undermine public 
acceptance of nuclear weapons testing. 

This history from the perspective of the "downwinders" is not just the history of 
delayed injury. It is also the history of being made nearly invisible. It Is hard to ”see" 
the injuries caused by radioactive fallout because even though the weight of science 
informs us that the injuries are numerous, serious and real, they can only be ’detected" 
or 'observed' in carefully constructed health studies. Because of the limits of health 
science, we are all but forced to see radiation injuries as anonymous statistics rather 
than in the faces and lives of those who are actually affected. 

But the main reason for the near invisibility of the downwinders has little to do with 
the limits of science. Rather, it has to do with the unwritten but clear policy of neglect 
and isolation inflicted on them by their own government by its failure to warn and 
protect people from radioactive fallout. 

Because the AEC spokesprson failed to acknowledge the nature and extent of 
health risks imposed on exposed people, some citizens filed claims in federal court. 

In these court cases, the Justice Department's position (in defense of the Atomic 
Energy Commission) was to strongly resist not just the specific claims of individual 
plaintiffs but the science that provided the general basis for the claims.^ 

Rather than committing itself to a conscientious policy, the Government reacted in 
ways that perpetrated a serious injustice against a large number of its citizens. Only 
with the Radiation Exposure Compensation Act of 1990 (RECA) did Congress and the 
Administration finally take a limited step to make amends with an important but 
relatively small portion of those citizens who were put at greatest risk. 

Much of what is disturbing about this experience is what it has done to public 
attitudes about scientists who work for and with government agencies involved with 
nuclear energy and the deep public skepticism toward their scientific work and 
statements. In trying to assuage public concerns about fallout, the then-Atomic Energy 
Commission essentially reversed the precautionary public health ethic of erring on the 
side of public protection. 

Although more Is known today about the health effects of low dose radiation 
than was known in 1951 , there were clear indications from the earliest days 
of the testing program that radioactive fallout would put scores of people at greater 
risk for cancer and other diseases.^ This information should have been used to inform 
and protect the public. It wasn't. Instead, as part of the public relations shield for the 
nuclear testing program, the science was distorted by government spokespersons to 
promote doubt about radiation hazards. 

Among the regrettable historical facts that the Committee must acknowledge 
in addressing this issue is that during the 1950s officials of the U.S. Public Health 
Service were sometimes prohibited from communicating directly and freely to the 
American people about the risks posed by nuclear fallout.® 
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This document is hereby forewarded to the fuli ACERER for its consideration 
and action. 


Footnotes 

1) The Radiation Exposure Compensation Act (RECA) aiso provides monetary 
compensation for uranium miners who were exposed to high levels of radon between 
1947 and 1971 working in mines in Coiorado, Utah, New Mexico or Arizona and 
who've since deveioped iung cancer or three other lung diseases. Eligibility for both 
sets of ciaims--from NTS exposure and mining exposures-is limited to those who filed 
claims within six years after enactment of the legislation. 

2) The ACERER recommendation on notification is consistent with the recent 
conciusions of the Nationai Academy of Sciences/Institute of Medicine Committees 
that reviewed the National Cancer Institute report. The NAS/iOM recommendation 
reads, in part: “Although most in the popuiation have not been significantly affected, 
those that have been affected, mainly be virtule of their life style and birth date, should 
be appropriately informed." (p.68 of pre-pubiication report). 

3) The Agency for Toxic Substances and Disease Registry (ATSDR) predicts 
that if 6,000 eligibie participants are enrolled for the first round of screening under 
the Hanford Medical Monitoring Program that 45 cases of previously undiagnosed 
hypothyroidism wiil be detected. In follow up communication with the Committee, 
ATSDR reports that the projected number of cases is conservative because it is 
projected based on the expected rate of hypothyroidism found in a simiiar but 
unexposed popuiation. Thus, although the literature on radiation-induced autoimmune 
thyroiditis (resulting in hypothyroidism) indicates that a substantial number of people 
eligible for the HMMP have received thyroid doses from radioactive iodine sufficient to 
increase their risk tor auto-immune induced hypothyroidism, ATSDR has not yet 
provided an estimate of the additional cases it expects based on the radioiodine 
exposures. 

The committee recognizes and commends the ATSDR process for the way in 
which it solicited and integrated stakeholder perspectives on benefits, harms, and 
how to weigh and balance them. 

4) As its primary defense against radiation injury claims from those exposed 
to releases from nuclear materials production or weapons testing operations, 
the government still asserts sovereign immunity under the Federal Tort 
Claims Act. The government has argued, successfully, that under the FTCA 
even decisions about whether to warn downwind populations are within its 
"discretionary" powers. This legal defense, by itself, raises profound 
questions for a democracy, questions that the Administration and Congress 
must continue to grapple with it they are sincere about wishing to correct 
past injustices and avoid future such cases. Still, the government's sovereign 
immunity defense has not diminished the intensity with which the Justice Department 
strives to impeach the credibility of plaintiffs and scientists willing to provide testimony 
in support of plaintiffs. 
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5) One of the earnest acknowledgements of the threate posed by testing to 
people downwind was presented in an October 9, 1946 memo from Colonel 
Stafford Warren, the officer in charge of radiological safety at the 
Operation Crossroads nuclear tests in the Pacific. In this memo, addressed 

to General L^ie Grov^, Col. Warren states that radioactive fragments from ettploded 
nud^tr bombs will 'in extremely small amounts deposited in the marrow will 
eventually cause progressive anemia and death years later.' Further, the 
material 'mixed with these fission products, beta and gamma emitters, is an 
insidious hazard-not immediately dangerous but if absorbed Mo the body it 
produces a long thne hazard...The amount necessary to cause this hazard is 
minute-measured in miMonths of a gram. The harmful effects occur years 
later..l believe a frank statement of this sort should be made now to 
professional and intelligent lay groups as part of the general discussion in 
the affect of the bomb as a whole.' in his 1986 book, Justice 
Dmnwind, Amerk»’s Atom Tasting Program in the 1950s, University of Utah 
Professor Howard Ball reports that this memo was part of the documentation 
cited by the U.S. Department of Justice in Federal District Court in 
California (Alice P. Broudy v. United Smtes, etal.) to support its contemion~as part 
of a sovereign immunity defense-that 'government officials and scientists were aware 
of the hazards of radiation ^nce the Inception of the nuclear weapons 
programs...specifically that fallout could cause cancer.' 

After reviewing extensive Atomic Energy Commission records as part of a 
1979 investigation, the Subcommittee on Oversight and Investigations of the 
House Committee on Interstate surd Foreign Commerce concluded that prior to 
tests at the Nevada Test Site the government had ample information to simw 
that people downwind required protection. However, the Subcommittee reported, 'all 
evidence suggesting that radiation was having harmful effects, be it on sheep or on 
people, was not only disregarded but actually suppressed.' 

6) U.S. Congress, House Committee on Interstate and Foreign Commerce, 
Subcommittee on Oversight and Investigations, and Senate Labor and Human 
Resources Committee, Health and Scientific Research Subcommittee, and the 
Committee on the Judiciary, Health Effects of Low-level Radiation, Vol. 1, p. 221 96th 
Congress, 1979. {As reported in Caufield, Catherine; Mulhple Exposures, ChrorMes 
of the Radiation Age, p- 1 1 8, Martin Seeker & Warburg. Ltd, 1 9^,} See, also, Ball, 
Howard, Justice Downwind, America’s Atomic Testing Program in the 1950s, pp. 43- 
48, p. 109. See, also. Fuller, John G.; The Day we Bombed Ufa/), NAL 

Books, 1984, p. 171-180. See, also, Wasserman, Solomon. Alvarez, Walters; 

Killing Our Own , Delacorte Press, 1982, p. 114. 
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SqNBiiiber 22, 1998 

Soiator Susan M. CoUins 
Giair 

Govenunenial Af&irs Committee 


8aiMt p mtww a w iuuu iHuiie 

anlwMlgnlmi 
EXHB(Ti__ii 


Fax # 202-224-2«93 
Dear Senator Collins, 


I have teamed that the public cotmnent period is open this week for submission of written 
testimofiy into the public reooid with regard to the NCI Callout report, foUowing on the testimony 
received by your committee on September 16, 1998. 1 have therefore created this document for 
entry into die public record. 

I am a citizen member of the community subcommittee to the Advisory Committee on Energy 
Related Epidemiologic Research (^ERER). As such, I appeared and testified several times 
before NAS/IOM as a public tnendi^, and have followed the work of the NAS/IOM panels with 
regard to their review of the NCI iCallout report. The opinions which are expressed in this 
document are not necessarily reflective of the consensus opinion of the community subconunittee 
to ACERER, but rather are made ah a private citizen. 

Thank you for entering the attached; document into the written record pertaining to the hearings 
of the Govenunental Afbiis Comniittee on the NCI n^xxt. 

Most sincerely. 




Trisha T. PritUdn, Esq., M.Ed., O.T.R. 
Ph/Fax S10-S24-0834 
e-mail; Pritildii®vdn.com 


end: P.L. 97-414 (Sec 7) Analysis 


cc. Senator John Glenn 
Senator Tom Harfcin 
Bob Roach 

Richard Klauaner, NCI 
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PuUk Canmem 

Oovemmeaiil AAin Commitne : 

Hearings with regard » die NCI Faiiout Study 

To: Senator Snan M. Ctdlins 

Chair 

Govemmenial A£bin Commiaee 
Please enter the foUowiag into die written lecoid: 

I am a person substantially exposed, as an infant and child, to radiation emissioiis from the 
Hanfoid nuclear weapons &;ility an^ to falloui fiom the Nevada Test Site bomb tests during the 
19S0s. 1 would like to make sevelral comments for the record as to the role of Mr. Brncc 
Wachoiz with regard to the NCI faHout study, and in regard to avoidance of potential conflia 
of interest in follow-op work requi^ within the mandate of Section 7 of Public Law 97-4U, 
the triggering legislation fin- the NCI sudy. 


I. PERSONAL RESPONSE TO COMMENTS BY BRUCE WACHOLZ 


I would like 10 cotninent on a statement by Bruce Wachoiz. chief of the radiation effects branch 
of die NCI atho coordinated the bdhM study, made during tfaetesdinony taken before the Senate 
Goveimnental Afhurs Cmninittee, M September 16, 1998: 

Mr. Wachoiz: (regarding the many years of delay in making public the results 
of the NCI bdlout study): : ’The sense was thai nobody was really terribly 
interested in Ms. ' 

My response to Mr. Wacholz's comment: 

As so apdy stated by Senatm Susan CoUins (R-Maine), Chair, Senate 
Governmental Af&irs (^onuhittee,: The pubBc couldn't be interested in what die 
public didn't know. ‘ 

For all of those people significantly eiqiosed to fellout from NTS bomb tests, this 
is the third major human rights vioiedon we have endured: 

1. First, in our involuntary exposure, many of us during in&ncy and childhood when we 
were most vulnerable to thejse exposures; 

2. Then, threogh the yeais suffering with the health inqwets of these unknowing 
exposures (decades of unrteared, severe hypothyroidism, or worse); 
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3. And now, in having witlileld from us the results of the NCI fallout t^rt (including 
individual dose and risk estimates due to our exposures) for so many years. 



Mr. Wacholz's comment indicates, in my mind, what appears to be his own 
personal disregard for the welfare of diose significantly impacted by NTS fiillout. 

I know firsthand what such disregard can cause. I myself suffered for decades 
with severe untreated hypo^yroidism, the result of exposure to radioiodine 
emissions from the Hartford Inuclear mdlity, because Hanford officials did not 
make these eqtosures public knowledge until 19S6, aimost four decades after my 
expoaires began. This neglect to inform also played a major role in the death of 
my father (exposed to radioiixiine emissions from Hanford and the Nevada Test 
Site) from thyroid cancer, a cancer which could have been diagtmsed much 
earlier, before it spread to cdher pans of his body and kilted him, had Hanford 
officials only informed thosd of us so exposed at a much earlier time so that we 
could seek qipropriate diagnosis and treatmeiiL 

How then can further potential conflict of interest be avoided in the work still needing to be done 

in follow-up to the NCI fiilloul study? 


H. FOUX)W-UP TO NCI REPORT: AVOIDANCE OF FURTHER CONFLICT OF 
INTEREST 

Bruce Wacholz's clear conflict of interest, as former AEC official moving to lead the NCI smdy 
of the public healdi impact of NTS jbomb test bllout, has been discussed widely duoughout the 
media and within congressional |iearings conducted by the Senate Govenunental Affairs 
Committee, held September 16, 1998. 

The issue then becomes avoidance pf future such conflict of interest situations within follow-up 
work to the NCI study. FoUow-iqj work requited includes; 


1. Calculation of individual risk and dose fiom the other biologically significant 
ladioimclides released fromi NTS bomb tests, as stipulated by P.L. 97-414 (Sec. 
7)'. i 


‘ See Analysis of P.L. 97-414; (Sec. 7), attached. 
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2. Updating of probability of causadon tables as lequiied under Section 7 of P.L. 
97-414. 


3. Initiation of public infoni^on programs in order to infonn those exposed as 
to the potential health outco nes which may have, or may in the future, result 
from exposures. This vould include revidon of the NCI webate to make 
it undeistandable to the public. 


4. Evaluation of the feasibihty of development of a medical screening program 
for thyroid cancer and thyrmd disease, targeting a hipest risk subgroup of those 
expos^ to radioiodine fimnjNTS fallout. 


Recommendations: Through a{^ropriate congressional action, the lead on these and related 
ta^ to be conqrleted in follow-up t^ the NCI fallout report should be given over to die Centers 
for Disease Control and Prevendoni wth its proven history of concern for public health. All 
such work shmild be subject to ind^endent oversight, such as through die Advisory Committee 
on Energy Related Epidemiologic Research (ACERER), the membership of which includes public 
rquesentadon. A community subcommittee is additionally in place in an advisory capacity to 
ACERER. 


nr. FUNDING FOR PUBLIC HEALTH ACTTVinES MUST NO LONGER FLOW 
THROUGH DOE 


We must learn an important lesson &om all of this. First of all, radiation health studies must 
NOT remain within the control, either budgetary or otherwise, of the Department of Energy. 
This is, in essence, putting the ’foii in charge of die chidren coop*. 

Those with past profesnonal involvement widi management of AEC, or with past or present 
involvement with the nmnagement of DOE, must not have undue influence over studies of the 
public health impact, of worker heajith impact, of the activities of the AEC or DOE. This is a 
very simple premise and a very important one. 

Finally, funding of public health activides rdatmg to radiation exposure must not be at the whim 
of the Dqiaitmeat of Eneigy, Independem line items must be tppropriated and earmarked 
directly to the Centers for Oise^ Ckmetol and Prevention, the Agency for Toxic Substances and 
Disease Registry, the National Insd^te of Occqiational Safety and Health (NIOSH) and related 
agenmes of the Public Health Service, radier dim tgipearing within the Department of Energy's 
budget, to be allocated or not allochted by the D^artment of Energy in accordance with the 
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whim of its cunenc decision makeis i;lini:ged with budgetary matters, whether on a headquarters 
or field office level. 

Thank you for this opportunity to enter my comments as a private citizen into the public tecotd. 
Sincetely, 


Trisha T. Ptitikin 
P.O. Box 7066 
Berireley, CA 94707 

ph/fex 510-524-0834 
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THaiiaT. PritUdn 
P.L. 97-414 C5EC. 1 ) 


> C»X a dIJ 0 > CH I g i L 

v' I »J M ;4 > I .’, r.v i a«j ;« a li.\ 

>j cu V i I >i a L»r! i f»i :?< 


/. StaaiAKTOFSECnON?: 


Pid>licl-aw 97-414 PiereioafteriefeiTed toasP;1U. 97-414J, the "fh phan nm g Act," was enacted 
on Januaiy 4, 1983. Section 7 of P.L 97414 (^Stat. 20S9;seea VSC241 note), originated 
as an amendment introduced by Sepatpr G.’Ha^ (R-UT).' Tbe intent of Secriim 7 of 
this law is to assess rite public health impact of Nevada Test Site aicHnic weapons testing. 

Section 7 has two sulqiaits, (a) anji (b): Section.(a) specifically addiesses 1-131 and thyrdd 
cancer, while Section (b) addiesses tl» multiiude al radiogenic cancers and dieir individual 
probability of causation based > 90 ^ mqiosuie to all the radionuclides from atomic bomb tests. 


SEC. 7(a): 1-131: AN I^IVIDUAL'S RISK OF THYROID CANCER 


Sec. 7(a} requites the Secretary of Healdi and Human Services to estimaie the doses of 1-131 
received by the American public fidm atonuebomb tests. Further, this section requires that risks 
of thynrid cancer to individhals based upon the dose diese individuals received of I-13I be 
calculated. This is de^y a stipulwon dim indlyidaal risk of iteveloping thyimd cancer due to 
a person's estithaied dose of 1-131 be provided, not just excess numbers of cancers estimated in 
the overall population. 


' The O^han Drug Act (H-R. 5238) amends the Federal Food, Drug, and 
Cosmetic Act, the Public Healdi Services Act, and die Internal Revenue Co^ to 
&cilitate the development of drugs for rare diseases and conditions, and for other 
purposes. Section 7 of P.lj. 97414 addresses die public health impact of Nevada 
Test Site atomic wet^ns resting. 


TT5?r^ 


TTuST 
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SEC. 7(b): OTHER RADIONOCUDES: AN INDIVIDUAL'S RISK OF 
DEVELOPING ANY OF fTHE RADIATION-RELATED CANCERS FROM 
EXPOSURE TO THE OTH^ RADIONUCLHIES EMITTED FROM ATOMIC 
BOMB TESTS: 


Sec. 7(b) expands die scope of the mandate beyond analysis of individiial risk due to exposure 
to 1-131, which was only one of die iadioacdve substances released during die bomb rests. 


Under Section 7(b). radioqiidemiolqgical tables are to be devised and published in order to 


provide individuals widi ptobabili^ 
which may be related to eiqiosure to! 


of causation of developing any of die radiogenic cancers 
I the radioactive substances emitted forni the atomic bomb 
tests, based upon the ^lecific estiinasd doses of each of these substances, fiom 1 milliiad to 
1000 tads. Further, in order to provide iiuSwdual risk estimates, an iodividual's ^lecific risk 
factors (sex, age at time of exposure, time from exposure to die onset of the cancer in question, 
and related individual risk factors) for the specific A)ses of these tadionudides most be provided. 


Further, fitr eadi individual, the probability of causadon for each cancer, based iqion exposure 
to each radionuclide, is to be calculi^ and di^layed as a single percentage figure. A^, for 
eatdi cancer, the credibility, validm, and degree of certainty (uncertainty range) of the 
calculation of probability of causatiop, is to be provided. 


Formulas upon which probability of :causation is calculated for each cancer are to be publiriied 
along with these calculations. 


a. SECTION 7 OF PUBUC LAW 97-414: 

The full text of Section 7 of P.L. 97-414 fdlows: 


’Sec. 7. (a) In carrying ou section 301 of the Public Health Service Act, the 
Secretary of Health and Hudian Services shall- 

(1) conduct scientific research and pr^iare analyses necessary to develop valid and 
credible assessments of the risks of thyroid cancer that are associated with thyroid 
doses of Iodine 131; 

(2) conduct scientific research and prepare analyses necessary to develop valid and 
credible methods to estimate the thyroid doses of Iodine 131 that are received by 
individuals from nuclear bomb ftdlout; 
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(3^ conduct scientific lesean^ and pr^iaie analyses necessary to develop valid and 
cmfible assessments cf the exposure to Iodine 131 dial dw American people 
received from dre Nevada atjno^dieric nuclear bomb tests; and 

(4) prqiare and transmit to the Congress widiin ime year after the date of 
enactment of diis Act a rqioR widi respect to the mxivtties conducted in carrying 
out paragraphs (1), (Zi, aml|(3). 


(b)(1) Widiin one year afiec the dare of enactment of this Act, die Secretary rtf 
Healdi and Human Setvices|sfaaU devise and publish radiotpid^ological tables 
that estimate die likelihood drat persons who have or Imve ha#l ^ 
raiSatioH related concerejand have received specific doses prior to the 
onset of sudi disease developed cancn as a result ct diese doses. These tables 
shall show a pn^aMSty tf causation of developing each ratfirufon ivhited 
cancer vitii receqA of dos^ langitig from 1 millirad to 1,000 rads in rerras of 
sex, age at dme of exposuije, turre fiom exposure to the onset of die cancer in 
question, arui such otto caf^pnies as the Secretary, after consulting with 
appropriate scimrtific expects, determines to be relevant. probability of 
causation shall be calculated and displayed as a single percentage figure. 


f2J At the time the Secteta^ of Kealdi and Hutnan Services publishes the tables 
pursimnt to paragraph 0). ^ch Semetaiy shall also publish- 


ft>r the tables cf each radiation related cancer, anevaluauon 
which will assess thje caedibility, validity, and d^iee of certainty 
associated widi sucb tables; and 


(B; a conqrilathm Of the ftximilas that yielded die probabiUties of 
causation listed in such tables. Such ftmnubis «haii be published 
in such a ittemreriand mgmlier with infimnadon necessary to 



(3tl The tables spedfied in jmragrqdi (1) and the formulas specified in paragraph 
Q) shall be dendsed from ^ beat anidlable data Oat ate most applicable to die 
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Uniied States, and shall be deMsed in accordance with the best available scientific 
piDceduies and eiqieitise. 1^ Secretary of Health and Human Services shall 
update these tables and formulas every four years, or whenever he deems it 
necessary to insure that they oontinue to rqtiesent the best available scicmtific data 
and expertise.' [Emphasis acjded] 

Hie highlighted portions the text of Section 7(b) show tiiat the intent is clearly that of 
assessing for each iodhridnal eirposetl, the health tnipaa of etqtosuie to all tfAe radionucUdes 
emitted from Nevada Ten l^lte atoniic bomb tests, not merely the efreci of 1-131 exposure on 
development of thyroid cancer. Hus is made cl^ by the fact that, udiereas Sec. 7(a) refers only 
to thyrrud cancer, Sec.7 (b) refers ;only to "each radiation related cancer" and "any of the 
radiation related oarers, " without rtienlipoing thyroid cancer at all. Qearly, had the Legislature 
intended Sec. 7(b) to be Uniiied t<^ ili^id cancer, it would have so indicated by using the 
^lecific term "thyroid cancer" in S^oin ?(b). 

i 

By using only the term "tiiyroid ca^r’ in Sec. 7(a), and using the phrases "each radiation 
related cancer" and "any of the radi^on related cancers" in Sec. 7(b), Congress demonstrated 
tiiat it meant something different MtU'eover, the phrases "each radian related cancer" and 
"any of the radiation idaied cancers," are plainly references to more than eng cancer and 
therefore cannot reasonably be read; as a reference to a single radiation-related cancer, thyroid 
cancer. 


Ul. LEGISLATIVE INTENT OF ACTION 7 OF PE. 97-414 


Hie legislative intent of Sec. 7 of PjL. 97-414, as evidenced by its legislative history, would be 
relevant to determine the meaning of Sec. 7 in the event that the wording of the statute were 
deemed to be ambiguous. Althou^ the stamtory language is, in feet, clear and unambiguous, 
the feet is that if legisiative history; were found to be relevant, an examination of that history 
plainly detnonsirales that Sec. 7 was intended to mandate assessment of individuai dose and risk 
for all radiogenic cancers which may be caused by exposure to any of the radioactive substances 
released from the Nevada Test Sitelbomb tests. 
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Sec. 7 vras introduced as an amendment to P.L. 97-414 by Senator Orrin G. Hatch; 


’[Section 7 of P.L. 97-414] ^Tects the Dqxmmera of Health and Human Services 
to conduct two activities tmpdaam to gainittg a better understanding of the health 
^ects radioactive fallout fnm above-ground testing of nuclear weapons. 

The first requirement is to- develop 'radioepidemiological tables' wUrt- 
catalog for ear ’ \.agemc cancer the probability titat a given 

rtutiation os , ate cancer 'ftf a dctim who has receive'* aose. 

Tki. ..econd requirement is td investit'e^ relatic~~hip between iodine 131 and 
thyroid cancer in light ttfth^ * -jn in the envirotment of iodine 131 as a 
proAtct of nuclear — .lasis added]. 


Senator Edward Kennedy, in support of passaac of Section 7 of P L 97-4ia c • 

^ (b) the tausal felationship between all die radionuclides (e.g. aU Iow-^1 

^ bomb tests and the other cancers 

individual s exposoie to diese oihe^ Tadkmaclides: causeo oy an 


'...[this] legislation would require the Oepartmem of HeaUi and Human Services to 
conduct studies afdu health effects of iodine 131 and U I ^ I s ’dtiiM’ ^ 

eevend yeara / Aow worUei^ to enact legteUetaR • sabiiSt M d *0 
American citizens exposed tq radiation as a resul ff open ait vom boMt^ng ^ 

the 1950' s at the Nevada Test Site. One of the > adblocks i oi ') tving .-j 

legislation is our lack of complete understanding efthe rel i, om b vetween tonne 
and thyroid cancer and Oie\causal relationship between ex t ;«n o '*>w * 

radiation and cancers. ” [^phams added] 


128 CONG REC 26975-76, 31622-23 (1982]. 
' 128 CONG REC 26978 [1982]. 
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IV. P.L. 97-414 (SEC. 7); SUUitARY OF CONCLUSIONS 


I. BOTH THE PLAIN LANGUi^E OF SECTION 7 of P.L. 97-414 AND A REVIEW 
OF THE CONGRESSIONAL INiTENT OF THIS LEGISLATION CLEARLY SHOW 
THAT SEC. 7 OF P.L. 97-414 REQUIRES BOTH; 


(A) A STUDY OF THE CAUSAL RELATIONSHIP BETWEEN 1-131 AND 
THYROID CANCER UNtLODING INDIVIDUAL DOSE AND RISK 
ESTIMATES); AND 


(B) INDIVIDUAL DOSE AND RISK ESTIMATES INDICATING 
PROBABILITY OF CAUSATION OF ALL RADIATION RELATED 
CANCERS DUE TO EXPpSURE TO ALL RADIONUCLIDES EMITTED 
FROM THE NEVADA TEST SITE BOMB TESTS FOR DOSES RANGING 
FROM 1 MILLIRAD TO 1000 RADS. 


H. THE FOLLOWING ACTIVITIES, WHICH WERE MANDATED FIFTEEN YEARS 
AGO BY THIS LEGISLATION ijiUST BE CARRIED OUT, WITH PUBLIC PROCESS 
AND OVERSIGHT, WITHOUT pELAY; 


(A) CALCULATION OF INDIVIDUAL DOSE AND RISK ESTIMATES 
RELATING TO INDIVIDUALS’ EXPOSURE TO 1-131 FROM ATOMIC 
BOMB TEST FALLOUT : 


(B) CALCULATION OF INDIVIDUAL DOSE AND RISK ES-HMATES FOR 
EXPOSURE TO RADIONijiCLIDES OTHER THAN IODINE-131 EMITTED 
FROM NEVADA TEST SITE BOMB TESTS 


(Q PUBLICATION OF UPDATED RADIOEPIDEMIOLOGICAL TABLES 
THAT ESTIMATE THE LIKELIHOOD THAT PERSONS WHO HAVE OR 
HAVE HAD ANY OF THE RADIATION RELATED CANCERS AND WHO 
HAVE RECEIVED SPECIFIC DOSES PRIOR TO THE ONSET OF SUCH 
DISEASE DEVELOPED CANCER AS A RESULT OF THESE DOSES 


TOTAL P.12 
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October 1, 1998 


Sena^ Susan CoUins 
Attn: Maiy Robotson 
100 S^iate Russell Bldg. 

U. S. Ca|Htol 
WttshiiigU)ii, E>C 20010 

Dear Senator Collins: 

Thank you for sponsoring the hearing held September 14, 1998 on the NCI stiKfy of radiation 
fallout over the United Sta^ v^ch I had tlte <^^rtunity to attend. During the hearii^ questions were 
asked regarding ^^y the National Cancer Institute was a^ed to conduct their shKfy. I woriced with a 
variety of organizations and individuals over the past decades vdio sou^t the information that NCI 
felled to disclose. I am enclosing a copy of the Radiation Victims Bill of Rights, isfeich has been signed 
or endorsed by an extensive lists of organizations and individuals. Many of these same folks endorsed 
the First Globa! Radiation Victims Conference held in New Yoik Qty in 1987, a list of vriiom are 
oiclosed. 

I drafted testimony for myself and E, Cooper Brown, Esq., President of the National 
Committee for Radiation Victims that was presented before the Senate Committee on Labor and 
Human Resources June 12, 1985 and feat address^ some of fee concerns of your own panel, so I am 
enclosing a copy. If any of feis information can be included in the record, there may be members of dte 
public who will find it useful. 

Thank you again for holding these important hearings. I would like to receive a copy of tlte 
hearings when fe^r me ixiblished, and I would be h^^ to assist you in any way. 

Cordially, 

h 

Kafel^n M. Tuckm, Esq. 

President, Health & Energy Institute 

KT:mag 



Enclosures 
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HEALTH & ENERGY INSTITUTE 


Radiation Victims 
Bill ot Rights 

l^ambls 

WHEREAS maiions of people have been and are currently exposed to ionizing radiation— on the job. in military 
service, as medical patients and as medical personnel. In communities near or downwind from testing sites, 
uranium mines, mills, or tailings piles, in the area of reactors, weapons plants, waste sites, and other nuclear 
facilities. 

AND WHEREAS they and their children now suffer or risk an array of radiation-induced injuries ranging from acute 
radiation syndrome to cancers, leukemias, diseases of the Immune syst^, blood diseases, psydiolc^ical 
disorders, reproductive impairment, and genetic diseases in current and succeedlr^ generations, 

AND WHEREAS radiation victims also suffer from an abrogation of their rights due to needless exposure, biased 
research, purposeful misinformation, lack of sound medical care, and denial of compensation for injuries received. 

BE IT RESOLVED THAT to defend human health, to protect our genetic heritage, and to stem the erosion of 
cKizens' rights, we adopt this Radiation Victims* BUI of Rights: 

RADIATION VICTIMS HAVE THE RIGHT TO: 

I. PREVENTION OF NEEDLESS EXPOSURE TO RADIATION 
li. HONEST RESEARCH ON HEALTH EFFECTS OF RADIATION 

III. FULL DISCLOSURE OF RADIATION RECORDS AND RADIATION HAZARDS 

IV. COMPETENT MEDICAL CARE FOR RADIATION INJURIES 

V. FINANCIAL COMPENSATION FOR RADIATION INJURIES 


I. t^wrentlon of Needless Exposure to Radiation 

A All people have the right to freedom from needless exposure in their workplaces or communities, and the right 
to refuse hazardcxis work or medical treatment. 

B. People have the right to the best available means of radiation protection, including, for all radiation workers, the 
possession of monitoring devices that signal the presence of radioactivity as it occurs, rather than those that 
merely Indicate afterwards that an exposure has already taken place. 

C. Radiation workers have the right to the same legal and administrative protections available to other vwrkers In 
hazardous industries, and those Individuals who report problems have the right to safeguards for their lives and 
careers. 

D. People ha\« the right to independent regulation of the radiation industry. 

E. Radiation wctims haveihe ri^t to full participation In establishing "acceptable" standards and "allowable" 
limits for radiation exposure. 


II. Honest Research on Health Effects of Radiation 

s 

A People have the right to have public funding for research on radiation health effects transferred from agencies 
with nuclear promotion mandates to agencies with public health mandates. 

B. People have the right to have public funds set aside for the study of the pathways of radiation through the air. 
soil, water and the food chain. 
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C. Health research professionals have the right to be granted access to raw research data lor studies used to 
determine radiation exposure standards such as data on atomic bomb survivors or workers at federal nuclear 
facilities. 

D. Representatives of victims organizations have the right to serve on review committees for radiation effects 
research funded by the government 

E Radiation victims have the right to a national tumor and mortality registry accessible to all upon request. 

F. Radiation workers have the right to a national radiation registry. 


III. FuH CNsdosina of RarfiaHon Reeorria nd RadlaUon Hazards 

A. Individuals have the right to receive comprehensive personal exposure records in dear, understandable 
language, or a dear statement that no such records were made or still exist for that individual. 

B. Unions, vidims' organizations, health agencies and other representative groups have the light to rxtmplete 
radiation exposure monitoring; and medical information, free of charge. 

C. People have the right to accurate information and education about the physical, reprodudive and 
psychdogical effects d radiation exposure. 

D. Workers have the right to be informed in advance of all radiation hazards, potential radiation hazards and 
hazardous materials used in the workplace. 

E People have the right to disclosure of all data regarding radiation releases of any of the nearly 500 radioactive 
isotopes that may be released into the workplace or the environment. 


IV. Competent Medeal Care lor Radalfon fnlurtes 

A Al people have the right to the beat available medical treatment for radiation-related diseases. 

B. All radiation victims have the right to choose their health care providers or personal physicians. 

C. Ail radiation victims, including soldiers exposed at atomic test sites, the people living near atomic test sites 
nuclear tadlities, or other radioactive sites, as weH as the workers at those sites and facilities, have the right to 
appropriate screening and screening facilities in order todetect radiation-related diseases as early as possible. 

D. All radiation victims have the right to representation on panels establishing or reviewing radiation screenino 
programs. 


V. Financial Compenaallon for RadlaUon ln|urles 

A. All radiation victims have the right to adequate compensation for physical injury, reproductive impairment and 
psychological distress. 

B. Stales, counties, and localities have the right to expand compensation protections for radiation victims. 

C. All individuals with documented radiatiori exposures or symptoms demonstrating radiation exposure have the 
right to legal "presumption of causation." 

D. All radiation victims have the right to hold responsible individuals, corporations, and governments fully liable for 
negligent actions to the full extent of injuries inflicted. 


RadlaUon VfeUms Roundtable 
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OP THE 


FIRST GLOBAL RADIATION 
VICTIMS CONFERENCE 

236 Massachusetts Avenue. N.E. • Suite 506 • Washington, D.C. 20002 USA 
Phone (202) 543-1070 


ENDORSERS 

FIRST GLOBAL RADIATION VICTIMS CONFERENCE 


ORGANIZATIONS 


NOSTB AffiRICk 

MMCiean Indiu BnvirenneDtsl Coancll, Inc. 

MBCcican Indian MevviKit 

Atonic Pbotoeraptasrs' Guild, Canada 

Canadian Huelaar Vatarana Aaacciation, Canada 

cieisan soldier 

Citltana Call 

clarpy and Laity Cooearnad 

Colorado Atcodc A^ant Orange Veterans Coalition 

CcBita da Oafaaaa Ceolegiee da Maxioo, Haxiae 

Ceaatittaa on Health Aspaets and Hanagaswnt of Nuelaar Power 

Coneamsd Citixana of Manitoba, Canada 

Bovlronnantal Coalition on Nuclear Power 

fit^connantal Policy Inatitota 

GB Stoekholdart' Alliance Against Nuclear Power 

Graanpeace 

Baaltb a energy inatitota 

Blrosbina/Bagaaaki Peace Cceadttaa 

Indian Health and Nadiatien Project 

Inetituce for Security and Cooperatioa in Outer Space 

Xnatituta of Concern for Public Health, Cana^ 

Znterfaith Center on Corporate Reapensibllity 
international Alliance of Atonic Veterans 
intereeaBonity Canter for Jnatiee a Peace 
Jobs With Peace Canpelgn 
LABS, Inc. ’ 

Lewyera Coaadttec on Nuclear Policy 
National Asaoeiatien of Radiation Surrlvera 
National Coalition to Step Pood Irradiation 
National Coanittee for Radiation Vietiaa 
National Mobilisation for Survival 
Nevada Oeaart Zxperienee 
New Tork Heat Sica SANS 
Nuclear Inforaatlon & Resource Service 
Nuclear Refora Project 
Nuclear Weapena Pxease Caspaign 

Nuesea* Alliance fer the Prevention cl Hueleer Mar 
Peace Horks 
Peace, lac. 

People for Responsible >unagea*at of Radioeetive Haste 
Perfoming Artists for Huclear Oiaannannt 
Physicians for Seeial Respensibillty/Kyc 
Praaeott Paaee Network 

Public Citisen'a Critical Mass Energy Project 

Public Data Aeceea 

Radioactive Haste Canpalgn 

Red River Peace Network 

Resource Policy Institute 

Riverside Church OissouBcnt Prograo 

SANS 

Southwest Research and inforswtien Center 

The Oodd Project for Radiation Studiea 

Tbe Natural RigBta Center 

The Youth Council of Atlanta. Georgia 

Three Mile lalend Alert 

Tonanttin Land Institute 

G.S. Alliance of Atonic. Veterans 

G.S. Peace Council 

Onitsd Mstnodist Board of Church * Society 
oraniuB Radiation VictiM Cosniseion 

Honan's International Lesgua for Peace and Preeden. Q.8. Section 


n Basrgy (UZBB). I 


INTERNATIONAL (PAHTXAL LIST) 


ACrOO. Thailand 
ABigos da Terra, Brasil 
AMlgos da terra. Portugal 

Asia-Pacific Peoples Environneatal Network, Malaysia 
Bertrand Russell Peace Poundation, England 
BrSSPat, Dennark 

British Nuelaar Tasts Veterana Asaeeiatlon, D.X. 

Caapaiga Against Dounrsay Ei^aasiMi, Scotland 
Ca^lga for Huslear Cisaraasisnt, England 
C a ap a i^ for Huclear Cisatnaaent, New Sealand 
Centro Regional de Bstadie Nuelaarea de la OAl, Mexico 
Coalition for Peace and Developaent, Aailand 
Consnsiers Onion of Japan, Japan 
Coordination Buropoenne Ses Aais de la Terra 
Cuabriass Opposed to s Radioeetive Enviconnont, D.X. 

Bartfamteh, Ireland 

BaviroBaental Ptotaetlen Society, Mal^ia 

EVT, <Ssexgy Politica Aseoeiation— Alternatives to Nuclear Power) 

Pederaeion Canaria de *l«s Verdea*, Spain 

Pedaratioa ef Christian Cburebae, Pakistan 

Porscbiwgainstitut fur Prledenspolitllc, Hast Geraany 

Priands of tho Earth (Sydney), Auatralie 
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NATIONAL COMMITTEE FOR RADIATION VICTIMS 


TESTIMONY OF E. COOPER BROWN, ESQ. & KATHLEEN M. TUCKER, ESQ. 

BEFORE 

THE SENATE COMMITTEE ON LABOR AND HUMAN RESOURCES 
& 

THE SUBCOMMITTEE ON NUCLEAR REGULATION OF THE 
COMMITTEE ON ENVIRONMENT AND PUBLIC WORKS 

JUNE 12, 1985 

Good morning. Senators. My name is E. Cooper Brown, and 1 am the 
President of the National Committee for Radiation Victims and former 
general counsel for the National Association of Atomic Veterans. With 
me today is Kathleen M. Tucker, a member of the board of directors of the 
National Committee for Radiation Victims and president of the Health and 
Energy Institute, which is conducting Radiation Litigation Seminars and 
will soon produce a Radiation Law Reporter. We are both attorneys, and we 
appear today on behalf of the plaintiffs bar. We thank you for the 
opportunity to present our comments on the Radioepidemiological Tables 
which could have an impact on thousemds of claims for radiation injury 
by those living near the Nevada Test Site, nucl-^ar weapons facilities, or 
nuclear power pleuits, as well as on atomic veterans, nuclear workers, uranium 
miners, medical radiation workers, and others exposed to ionizing radiation. 

The underlying concern we all share in regard to the Radioepidemiological 
Tables is the issue of justice. We certainly do not contend that all cancers 
are caused by radiation, and the concept of summarizing scientific knowledge 
on the relationship of radiation and various cancers appeared to be a favor- 
able idea. We were hopeful that the tables mandated by the 1983 Orphan Drug 
Act would provide a useful guide to evaluating the probability of radiation 
causation that would aid both radiation victims and their attorneys in 
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evaluating potential claims for injury. Unfortunately, the procedures used 
to establish the "Ad Hoc Committee to Develop Radioepidemiological Tables” 
resulted in establishing a biased panel which we believe has developed Tables 
which underestimate radiation risks . 

Justice is often an illusive goal. We understand that these coitanittees 
share our goal to achieve justice, and we hope that these hearings will serve 
as the basis for further steps that could move us closer to the goal of true 
justice for radiation victims. Many radiation victims are currently seeking 
compensation in state and federal courts through the tort system. Under the 
tort system, both plaintiffs who claim injury and defendants charged with 
responsibility for injury are given opportunities to present evidence and 
witnesses to the fact finders. It is our understanding that the idea behind 
the tables was to simplify the often laborious and expensive process of bringing 
forth witnesses and evidence in radiation cases by providing a summary of 
the scientific research in the form of radiation risk tables. We do not 
feel that the present tables embody the goal. Instead, the tables reflect 
the opinons of exp>ert witnesses for defendants in radiation litigation, advocates 
for the nuclear industry, and scientists who might at least be regarded as 
neutral on the issue. Plaintiffs expert witnesses and scientists who have 
challenged current federal radiation exposure standards publically were excluded 
both from the panel aind from the review process. Use of the Tables to deter- 
mine the right to compensation would be tantamount to holding a trial on a 
radiation claim and only allowing the defendants to offer testimony. We do not 
think that the interests of justice would be served by using the present tables 
for anything more than a guide to the literatiire on radiation health effects. 
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The U.S. federal government cannot claim an admirable record on warning 
its citizens about the hazards of ionizing radiation. Instead, the federal 
government urged citizens to go out and watch atcxnic detonations , rather than 
urging them to tcJce shelter from fall out. In the decision of Allen v. U.S. A. 
Federal Judge Bruce S. Jenkins states: 

Considered as an evolving whole, the public education program 
in off-site communities was consistently heavy with confident reassur- 
ances. Important information concerning both risks and effective 
precautions was scarce at best, and largely ineffective as a rule... 

At the most fundamental level, the Government's failure to edu- 
cate, to inform and to warn deprived those people living in the off- 
site communities of Utah, Nevada and Arizona of an opportunity — 
the opportunity to protect themselves, at least as far as was practical; 
the opportunity to evaluate the question of risk for themselves and 
their children; the opportunity to choose to leave the area of increased 
risk, or to choose voluntarily to stay. Allen v. U.S. A. , U. S. 
District Court, District of Utah, Central Division, No. C 79-0515-J 
at 313-315 (May 10, 1984). 

Federal activities went even further to reassure citizens about atomic 
fallout. In the spring of 1953 thousands of sheep were lost downwind of 
the Nevada Test Site following atmospheric atomic tests. Congressional 
hearings held in 1979 revealed that the federal government engaged in a 
concerted effort to disregard and to discount all evidence of a causal 
relationship between exposure of the sheep to radioactive fallout and their 
deaths. Judge A. Sherman Christensen, who had originally denied compensation 
to the sheep reinchers in federal court, ruled that a fraud had been perpe- 
trated on his court and reopened the case in Augvist of 1982. That case is 
now on appeal. Two of the researchers involved in the sheep case fraud 
upon the court were latter placed in charge of studies into the radiation 
health effects on nuclear workers at Department of Energy facilities. 

When scientists warned that atmospheric fallout would lead to 
thousands of deaths, the Atomic Energy Commission asked Dr. John Gofman 
and Dr. Arthur Tamplin to study radiation health effects at I,awrence 
Livermore Laboratory. When the researchers warned that if the average 
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eicposure of the U.S. population were to reach the allowable 0.17 rads per 
year there would in time be an excess of 32,000 cases of fatal cancer plus 
leukemia per year — year after year — and urged a tenfold reduction in allowable 
radiation exposure, they were drummed out of government employment. They 
found their papers censored, their budgets cut, their staff removed, until 
they finally left the Atomic Energy Ccximission employment. These researchers 
were clearly being punished for warning of radiation dangers and challenging 
federal radiation policy. 

Dr. Thomas Mancuso, an industrial hazards epidemiologist, also found 
his funds cut when he refused to downplay radiation hazards. Atomic Energy 
Commission officials demanded that Dr, Mancuso sign a press release denying 
a cancer increase uncovered at the Hanford site by a Washington state public 
health physician. Dr. Scimuel Milham, When Dr. Mancuso refused, his contract 
officer. Dr. Sidney Marks, initiated the paperwork to prevent authorization 
of future research funds. Dr. Marks then left the Atomic Energy Commission 
to take over the Mancuso study. Dr. Marks was involved in the fraud upon 
the court in the Utah sheep case. 

Later Congressional hearings revealed that Dr. Mancuso had received 
favorable peer reviews, suggesting that his work be expanded, except for 
Dr. Sidney Marks. Before all funds could be terminated. Dr. Mancuso enlisted 
the aid of rekncwned epidemiologist Dr. Alice Stewart and her statistician 
George Kneale. They published a paper indicating increased risks of bone 
marrow cancer (nultilple myeloma), pancreatic cancer, and lung cancer for 
workers who received allowable doses under federal standards. The Atomic 
Energy Ccxnroission successor agencies tried to confiscate Dr. Mancuso's data 
base, and then circulated substantially less complete data to other researchers 
seeking to refute the Mancuso findings. 



863 


Page S 


Dr. Irwin Bross of Roswell Masorial Institute was studying potential 
radiation damage from medical procedures in the Tri-State Survey. He criti- 
cized the use of mammograi^ies , warning that their high ea^sures would cause 
more cwcers th^m they ctured. A peer review coamittee of radiologists urged 
an end to his funding, even though they lacked credentials as epidemiologists. 

Dr. Bross ' challenge to federal radiaticm standards resulted in an end to 
his federal funding. 

Because of these examples, it would not be surprising if federally 
funded researchers felt that challenges to federal radiation standards night 
result in economic reprisals. Against this history of federal suppression 
of radiation demgers, it is important that radiation risk tables be 
prepared by scientists of the highest integrity if they are to achieve 
public acceptance and avoid court challenges. 

The panel chosen to serve as the "Ad Hoc Comoittee to Develop Radio- 
epid^niological Tables" was challenged by radiation victims organizations 
soon after they learned the panel coa^siti^. Ihe panel contained three 
scientists who testified against radiation victims on behalf of the federal 
government. Dr. Seymour Jablon, Dr. Arthur Upton, and Dr. Charles E. Land, 
nhe panel contained none of the experts who testified on behalf of plaintiffs 
in the Allen v. U.S.A. case or other lawsuits. It appeared that the federal 
government hoped to limit liability for peist radiation actions by downplaying 
current radiation health effects. 

This fear was confirmed Dr. Seymour Jablon coordinated a stuch^ of 

atoAic veterans %rt^o were early entrants to Hiroshima and Nagasaki after the atomic 
bombings in 1945. Science magazine reported that the study *Sra8 intended 
from the outset to serve a primarily political, not scientificv purpose.” 

(SCIENCE, v. 221, no. 4612, p. 733, Aug. 19, 1983). The Nati<mal Association 
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of Atonic Veterans challenged the study and persuaded menbers of Congress 
to ask for a review by the Office of Technology Assessment (OTA) because the 
researchers had not even contacted all of the multiple myeloma victims already 
identified through the work of the Hiroshima/Nagasaki Veterans. Although 
the Jablon study concluded that no unusual levels of bone marrow cancer were 
found among former U.S. servicemen who entered the atomic-bombed cities of 
Hiroshima and Nagasaki after World War II, the OTA Review found that the 
study did not support the conclusion. 

Except for assuming a population at risk of 20,000, at each 
step of the way the Council’s methods contribute to an underestima- 
tion of the observed and an overestimation of the expected numbers 
of cases, making it less and less likely that an excess would be 
detected, even if it did exist." * 

A reasonable person might easily conclude that the Jablon study 
was lying and cheating. A reasonable person night conclude that they 
could not trust Jablon to provide honest answers about radiation health 
damage to atomic soldiers or others. If political motivations might 
sway one study, couldn't it sway others? 

Dr. Rosalyn Yal'lsw was appointed to replace a panel member suffering 
from poor health. Dr. Yallow has made such biased and inaccurate statements 
as "There is absolutely no evidence that low levels of radiation are harmful 
to human health,” and "Lew level radiation is safe," despite universal 
agreement among reputable scientists that there is no "safe" level of 
ionizing radiation. Dr. Yallow went so far as to suggest that Utah citizens 
"are the healthiest in the nation, and if anything, it seems as if the 
radiation is good for you." 

Scientists who have denied radiation dangers or sanctioned improper 

studies to hide radiation effects have no place on panels developing radiation 

risk tables. Yet these scientists were chosen and scientists who warn of 

*0TA Staff Memorandum, Review of the Report on Multiple Myeloma Among 
Hiroshima/Nagasaki Veterans, p. 22 (Dec. 17, 1983). 
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higher than predicted cancer rates from current federal 8t^mdards were 
excluded, as were scientists who have testified on behalf of radiation 
victims . 

The composition of the National Acaden^ of Scientists oversight 
panel does not overccMne the pr<^l«ns of the Rail panel. Once again, three 
members of the panel have testified on behalf of the goverranent or the de- 
fendant in radiation claims, while none of the experts testifying on behalf 
of radiation victims were included. Dr. Sanger, Fabrikant, and Webster 
have all testified for the defense, but the presence of Dr. Saenger on the 
panel is bound to undermine public confidence. 

In 1976 Congressional Hearings Congressman Doug Walgren stated: 

Dr. Saenger's experiments read like sooiething out of Franken- 
stein. There is no getting around that. The relationship between 
Dr. Saenger emd the Department of Defense seems quite clear, at 
least to great parts of the public who have to rely on the results of 
your study.* 

Congressm2m Walgren was referring to Department of Defense financed 
studies conducted by Dr. Eugene Saenger at the University of Cincinnatti 
in which cancer patiaits were e3qx>sed to total body irradiation to gather 
data on how soldiers might fare on the nuclear battlefield. The subjects 
were 87 cancer victims %rtio were poor (84 out of 87 were charity patients ) , 
mostly black (61 out of 87), with little education (mean education 5 years). 
Most of the patients were clinically stable, and many of them were working 
daily, but after whole body irradiation treatment of up to 250 rads, 25 out 
of 87 patients died within 60 days. Through the years of this experiment 
using doses up to the 250 rad range (dien doses between 250 and 300 were 
e.xpected to be lethal for half the people so exposed) , there was no indica- 
tion of therapeutic value in reports filed with the Pentagon. 

*Effect of Radiation on Human Health, Hearings before the Subcoon. on Health 
6 the Environment of the Goon, on Interstate and Foreign Commerce of the 
House of Representatives, 95th Cong., 2nd Sess . p. 809 (Jan. 24-Feb. 28, 1978). 
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Although patients were told that their radiation exposures would 
help their sickness. Hie Junior Faculty Association of the University of 
Cincinnati cond^nned these experiments, saying: 

...we have come to the conclusion that many patients in this 
project paid severely for their participation, emd often not 
knowing that they were part of the experiment. We feel that the 
evidence clearly calls into question the manner in whidi these 
hunum eaqieriments were designed emd carried out. (Jimior Faculty 
Association report cited in Drug Resear<A Reports , v. 15, no. 7 
at S-21, Feb. 16, 1972) . 

Diagnosis of cancer does not strip a citizen of his or her right 
to the best available medical care, yet Saenger af^arently felt justified 
in pursuing these experiments because the patients were eventually going 
to die of their diseases and the federal government wanted the information 
being provided. Death was apparently hastened by the radiation exposures, 
and seven subjects died within 20 days of the radiation exposure, %dien bone 
marrow damage frcxa radiation peaJcs . 

Civilized societies label such human experimentation barbarous, since 
the treatments were not intended to aid the victims and many were not even 
informed of the experiments . Would a- reasonable person trust the advice 
of someone tdio engages in su^ experim^tal research? We think not. 

It is not surprising that tables developed by scientists whose views 
range from neutral to defensive of radiation mitigate projected radiation 
risks. We have requested that some of our scientific advisors review 
the Tables , and we have forwarded copies of the Tables at our own e9q>ense 
when we learned that the Tables heui not be^ forwarded by the Comittee 
or the panel. We await their detailed cooments, but we want to make the 
following points about the tables: 

1. The Tables rely primarily on data from studies of groups e3qx>sed 
to high doses of radiation over a short period of time. More recent studies 
of people exposed to low doses of radiation over long periods of time have 
been Ignored or discounted without adequate explanation, it is quite possible 
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that different biological mecdianisms are at work. For example, high dose 
exposures in a short time period may cause greater damage to the bone marrow, 
resulting in leukemias as found in A-bomb survivors. Lower doses may be more 
likely to cause solid tumors as found in Hanford workers. Excluding the 
authors of studies evaluating people exposed to low doses could have been 
compensated for by including their findings in the formulations , but some 
recent studies are not even cited in the footnotes. 

2. The A-b<xnb survivor studies are one of the main sources of data 
used by the panel. Although panel members admit' that dose reevaluation 
for A-bomb survivors will lead to significant increases in risk estimates 
(They cited increases ranging from 50% increases to 250% as possible) , 
the panel wants the current underestimations of risk embodied in the 
tables to become the standard risk estimates for the next five years. 

3. The formulas developed would have the effect of denying ccxnpensation 
if applied to some of the cases already decided in favor of radiation 
claimants. For example, if these tables were applied in the Allen decision, 
at a 10% probability level only six out 24 plaintiffs would prevail, instead 
of the ten granted cc«^>ensation . At a 50% probability level, two might have 
prevailed, giving the most favorable construction. The fact finder in the 
Allen decision heard arguments from both sides. If the Tables became a 
legislative remedy, there would be no opportunity for the plaintiff to 
prove his or her claim. 

The Tables c»uld be used in other arenas, like the Veterans Administration, 
out of eight leukemia cases awarded compensation by the Board of Veterans 
Appeals, the 10% probabilty level would have allowed compensation for half 
of the eight awards, and at the 50% probability level none would have won. 
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4. BEIR III states that seven other cancers c€ui be expected for 

each radiation induced leukemia, n^ile the Tables suggest only three cemcers 
for each leukemia. This trend to reduce the number of expected cancers is 
not justified within the report and further raises ptd>lic concern over the 
objectivity of the report 

5. Dr. Rosalie Bertell pointed out that the tables use a math«natical 
formula which requires that a doubling dose for a c^ulcer be attained before 
the probability of causation can be more than 50%. In other words, a dose 
expected to double the risk of cancer would have to be reached before the 
common "preponderance of the evidence" standard could be shown by a claimant. 
This clearly places a far greater burden on plaintiffs than is warranted. 

6. The proposed updating of thte tables every five years would prevent 
claimants from benefitting frcmi new research as it is produced. Studies 
which might show increases in lung cancer among folks living near a nuclear 
test site, appearing the year after a review, would not be considered for 
another four years. Claimants may have cases decided before the panel 
could incorporate the information. (This assumes that a newly constituted 
panel will consider low dose studies, as a responsible panel would.) 

Although radiation victims organizations were told they could have 
their say at spring hearings when they requested an opportunity to testify 
at heeurings of this Committee last fall, we were specifically warned not 
to bring any radiation victims to the table at this hearing. We know that 
several victims organizations wanted to testify, and still do want to testify. 
The nuclear industry and the federal government, defendants in radiation 
litigation, have been provided an aaple opportunity and more time than we 
to present their views. We strongly protest the exclusion of radiation 
victims from this process as undemocratic and unjust. 
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RECOMMEHDATIONS 

In light of the concerns that have been raised by the various witnesses 
to these proceedings before this Ccainiittee, we would recoranend several actions 
that should be undertaken at this time: 

1. Ae Office of Technology Assessment should be asked to investigate 
the process by which Ad Hoc Ccnatittee members were selected and to advise 
thjs Senate Comnittee about the issues And concerns that have been raised 
about the present Tai>les. 

2. The tables and methodology developed by the Ad Hoc Working Group 
for Health and Human Services should be suimtitted to public concnent by 
publication in the Federal Register for review pxirsuant to the requirements 
of the Administrative Procedures Act. (See attached memo on APA, which dis- 
cusses how these Tables constitute "legislative rules" subject to the 

APA.) 

3. An additional half-day of hearings should be held before this 
Senate Conmittee to begin redressing the favoritism shown to radiation 
defendants by allowing radiation victims and independent scientists an 
equal of^>ortunity to be heard and to assist this comnittee with their 
expertise and concerns. 

4. A more balanced panel should be appointed after deficiencies 
in the process have been identified and after consultation with all 
interested and concerned parties. In the meantime, the Tables should 
be placed "on the shelf," with it being made explicitly clear by this 
CcmiDittee that the tables and the report are not to be used before any 
tribtmal adjudicating radiation cancer claims. 
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We have appended curriculum vitae for Dr. Alice Stewart, Dr. Rosalie 
Bertell, and Dr. Karl Morgan, along with a brief sunnary of Dr. John 
Gofman's sccomplishments . We think their qvialifications merit far more 
scientific credibility than some of the panel members or NAS oversight 
members . We demand equal access to the process of decision making for 
both sides of this controversy. *111086 truly interested in justice for 
radiation victims will support this d^and for fairness, lliose interested 
in promoting the interests of the radiation industries or in limiting 
the liability of the federal goveimment for radiation damage will not 
support us. senator Hatch, we hope that you will choose to side with 
your own constituents and get this process opened up so that justice 
has am opportunity to prevail. 
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NATIONAL COMMITTEEFOR RADIATIDN VICTIMS 


Senator Simpson's Questions for the record 
for E. Cooper Brown & Kathleen M. Tucker 

1. As I understand your position/ you ok)ject to the 
"probability of causation" tables because the panel that 
assembled the tables was unfairly biased in the direction of 
the viewpoint that radiation risks are less significant than 
you, or the organizations which you represent, have 
concluded. If the group that prepared these tables were to 
have included representatives from the "independent 
scientific community" that you haVe suggested, would you 
then support the "probability of causation" approach as a 
means of compensating radiogenic cancer claimants? 


The probability of causation approach to compensating 
radiogenic cancers could be a useful tool to help evaluate 
whether a cancer was likely to have been caused by radiation 
exposure, but probability of causation methodology must take 
into account a variety of factors. The current 
radioepidemiological tables are based on extrapolation from 
high dose exposures to low dose exposures, fail to make 
adjustments for changes in dose estimates on Hiroshima- 
Nagasaki survivors, (despite panel assumptions that those 
revisions will increase risk estimates) and fail to take 
into account recent epidemiological research that suggests 
greater risks to humans at lower dose exposures extended 
over a long period of time. All of these problems result in 
tables that tend to underestimate radiation risk. 

Any set of tables will have inherent limitations — such 
as the inability to incorporate new data as it appears in 
the literature. Under the proposed use of the 
Kadioepidemiological tables, a person suffering prostrate 
cancer after exposure to tritium would be denied use of a 
recent study which found increased prostrate cancer in a 
British nuclear workforce (Beral, et. al., "Mortality of 
workers of the United Kingdom Atomic Energy Authority 1946- 
1979," 219 British Medical Journal p.440 lAug. 17, 1985.}) 

He and others similarly situated would be expected to wait 
five years before the panel considered this new evidence and 
could determine how to incorporate it into the tables. 

Since a decision on compensating that individual must be 
reached through normal channels, the tables concept can 
result in compensation lagging far behind scientific 
knowledge. This is one of the reasons we oppose basing all 
compensation decisions exclusively on any probability of 
causation tables. 


236 Mossachusetts Avenue, N.E.e Suite 506* Washington, D.C 70007 U.S.A.* Phone (202)543*1070 
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2. The Veterans Adirtinistration is currently considering 
whether it should employ the probability of causation 
methodology in the regulation that it is now developing 
under the "Veterans Dioxin and Radiation Exposure 
Compensation standards Act." Do you support the use of this 
methodology by the veterans Administration in that context? 


We do not support the use of the Radioepidemiological 
Tables in the context of the "Veterans Dioxin and Radiation 
Exposure compensation Standards Act." 

3. Have you undertaken an analysis of the "probability of 
causation" approach, and compared the results that you would 
reach if this approach were applied by the courts in any of 
the cases that you have been involved in, rather than the 
traditional tort approach presumably applied by the courts? 


We applied the Radioepidemiological Tables to the Allen 
decision, and our calculations indicated that fewer 
plaintiffs would have been granted compensation using the 
Tables, We found that at best, and using a 10% probability 
of causation, only 6 plaintiffs would have recovered out of 
the 10 who did recover damages in Allen. In applying these 
Tables to those granted benefits by the V.A., only 4 of the 
8 leukemia cases awarded benefits would have recovered if 
the tables were used using the low 10% value. Statistician 
Dr. Rosalie Bertell has analyzed the use of the 
Radioepidemiological Tables in regard to erring in favor of 
either not compensating true radiation victims or 
compensating non-victims. In the attached memorandum dated 
July 2, 1985, she states "i can only conclude that the 
Working Group has achieved an extreme methodology (assuming 
the 50%, rule) for eliminating almost all False positives 
(compensated non-victims) at the cost of maximizing the 
number of False Negatives (uncompensated victims)." We 
conclude that under the Radioepidemiological Tables, many 
legitimate radiation victims would be denied compensation, 
while under our current tort approach, these victims would 
have an opportunity to present the best available evidence 
to support their claims. While decisions may vary between 
judges, at least not all errors would be expected to deny 
compensation. 

4. If one is to accept the premise that, based on our 
current scientific knowledge, it is next to impossible to 
prove that a given cancer was or was not caused by an 
earlier dose of radiation, how do you respond to the claim 
that, under our current tort approach to these cases, a 
claimant will either be overcompensated or undercompensated, 
depending upon where the judge decides to impose the burden 
of proof? 
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In your letter to me of May 17, 1985, you raise a 
number of questions about the assumptions and data that went 
into developing the probability of causation tables, arguing 
that those assumptions underestimate the -risk of radiation. 
Along that line, I have three questions: 

A. Based on your most recent data, how many cancers 
occur in the United States annually, from all causes? 


According to World Health Statistics 1984 (pages 178, 
180, 182), all types of cancer accounted for 416,509 
deaths in the United States in 1960. 

B. Of this total number, how many are related to 
radiation exposure? 

C. Of those related to radiation exposure, how many are 
the result of natural background exposure? How many 
are related to weapons testing and fallout? 


The whole argument over radiation health effects would 
be over if there were a generally accepted answer to the 
question, ”Bow many cancers are related to radiation 
exposure?" Most scientists will agree that some cancers are 
more probably caused by radiation exposure than others, 
although radiation is apparently capable of producing cancer 
in any human tissue. 

we could choose a larger percentage than the panel 
chose, supporting our claim with studies ignored or 
discounted by the panel, and give you a number as an answer. 
We could use the same method and give you numbers from a 
high to a low proportion. We are reluctant to do so because 
there is very little data evaluating natural radiation 
exposure and its relationship to cancer. Current 
environmental radiation measures now include exposures 
related to weapons testing and fallout, making it difficult 
to separate the two sources of exposure. 

The legislature wants answers that can be relied upon, 
but one can not work backwards from an assumption and get an 
answer. The panel blithely claims that "less the 3% of the 
U.S. cancer burden can be plausibly attributed to ionizing 
radiation." We challenge this unwarranted assumption, and 
caution legislators to do the same. From the 3% assumption, 
one can provide a number that might look reliable, but that 
number could easily be wrong. 


Senator Batch's Questions for the Record: 
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Our second panel consists of two representatives of the 
National Committee for Radiation Victims, Mr. cooper Brov/n 
and Ms. Kathleen Tucker. We are pleased to have you here. 

1. Mr. Brown, you seem to have been the focal point of 
many of the allegations that these hearings are somehow 
biased, but I note that you are here, and immediately 
following the Justice Department. I don't know where people 
got the notion that a Congressional hearing should be or 
could be an ultimate forum for deciding the credibility, 
validity and degree of certainty of the radioepidemiological 
tables or the value of the NIH report. We only begin the 
process here. i expect the debate to continue in both 
scientific and legal journals, and in scientific symposia 
and in the courts. It could not be otherwise. In light of 
this fact, and in light of the fact that you are, after all, 
here, don't you think you over played your hand a bit? 


The exclusion of independent scientists who have 
testified on behalf of radiation victims from the panel 
which developed the radioepidemiological tables, followed by 
intentional exclusion of radiation victims from testimony 
before these Senate hearings when radiation defendants were 
amply represented, suggested that the process being 
initiated was extremely one-sided. While the debate over 
the tables can be expected to continue, we feel radiation 
victims have just as much right as the radiation defendants 
to participate in the process. We appreciate the Senate 
opportunity to present some of the victims' concerns, but 
reiterate that safeguards for victims rights must be 
instituted regarding any radiation risk tables, especially 
publication in the Federal Register to allow comment by 
scientists and citizens. 

2. What do you think of the "discretionary exception?" Do 
you think that the federal government should be liable for 
negligent acts that harm American citizens? 


The "discretionary exception* may have legitimate 
purposes and functions, but it should not be extended to 
shield the federal government from liability when its agents 
condemned unnamed citizens to death from latent cancers. It 
is no more morally acceptable or justifiable to shoot people 
with invisible bullets of radiation than it is to shoot them 
with lead bullets. The record clearly demonstrates that in 
the interests of national security our federal government 
chose to sacrifice the lives of citizens exposed to atomic 
fall-out in order to develop and test nuclear weapons. The 
negligent acts of government agents and federal nuclear 
promotion policies combined to end the lives of some of our 
citizens prematurely, and the government should accept 
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responsibility for those acts by providing compensation to 
the victims and their families. 

3. Do you think that "probabilistic" evidence should be 
admissible in court? in principle, do you think that 
probability tables would be useful? 


probability tables could be useful if they are based on 
the most appropriate scientific research and if the 
limitations of such tables are clearly identified. 
Probabilistic evidence is already admissible in court, and 
good fact finders will give the evidence appropriate weight. 
Probability Tables should not be substituted for individual 
evaluations of claims, nor should the development of a 
formula be substituted for the needed epidemiological 
research . 

4. Do you think that the law suffers when its application 
is so irregular as to seem capricious? Do you think that 
something should be done to straighten the mess out? 


Of course the law suffers when its application is so 
irregular as to seem capricious. If the Senator is 
suggesting that differing outcomes in recent cases involving 
radiation litigation has been irregular, we would probably 
be in agreement. While it would be helpful to get greater 
regularity in judicial decisions, we feat that the 
padioepidemiological Tables will be used to uniformly deny 
compensation to radiation victims. This would sacrifice 
justice for regularity in outcomes, something we all hope to 
avoid. Since the appellate process is in part designed to 
reconcile differing legal opinions, it might be wise for 
Congress to move slowly in intervening before the appellate 
courts have reviewed some of the present lower court 
decisions. 

5. you have seen the difficulty we had yesterday in 
approaching an adequate discussion of the science involved 
with the tables, do you think that courtrooms are a proper 
place for scientific debates involving protracted 
discussions of scientific minutiae. Don't you think that 
there is a danger that emotionality and drama might be 
overly persuasive when the courtroom is used as a forum for 
scientific deliberation? Much of the Allen decision is an 
uneven facsimile of a physics text book. Do you think that 
judges should have to become 90 day ph.D's to write a legal 
opinion? Don't you think that this delving into the science 
by attorneys and judges gets a, bit presumptuous and 
specious? 
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The courtroom utilizes a process where the plaintiff 
and the defendant are both allowed to offer evidence to 
support their claims. Despite its faults, we believe the 
American judicial system is designed to seek both truth and 
justice, we do not think that scientific debate should be 
confined to those scientists employed by the government to 
develop a documents which can be used by the government for 
its own defense in court. The fact finder, whether judge or 
jury, should be given the opportunity to evaluate the 
evidence of both plaintiffs and defendants. If the 
Radioepidemiological Tables were substituted for the 
courtroom process, it would be like substituting testimony 
from defendants' experts for the current pro and con debate. 
Clearly, this is not the American way. 

We do not regard science as the exclusive province of 
government paid scientists, and our society would be making 
a grave mistake if it tried to elevate scientists to a god- 
like status. Judges and attorneys are trained to engage in 
rational debate and rational evaluation. They are expected 
to learn some basic medical terminology v^^hen handling 
medical malpractice cases; consequently, learning basic 
physics terminology for radiation cases is not anything 
unusual, certainly, some judges and juries will prove 
better at learning these basics than others. If a judicial 
opinion reflects a good comprehension of the underlying 
terminology, we can place greater confidence in that 
decision. 

Unless we choose to adopt a national policy which 
allows defendants immunity if their crime involves 
complicated or latent damage, we must expect our tribunals 
to address the many complicated issues confronting modern 
society, certainly it is simpler to decide a physical 
battery case involving an obviously bruised victim with 
witnesses to identify the assailant who used a baseball bat. 
Cases of battery in which the immediate damage is not 
visible to the eye, and which can only be diagnosed at a 
later date (such as cancers with long latency periods), are 
obviously more difficult to address. However, it is just as 
important to prevent chemical or radiation batteries that 
cause invisible damage that does not become manifest for 
years . 

6.’ yesterday, Mr. Alvarez mentioned Galileo, and suggested 
that he had reappeared in the person of Dr. Alice Stewart. 
But there is also Lamarck who believed in evolution through 
acquired traits. Maybe she is he. The point is that 
Galileo was ultimately proved right and Lamarck was proved 
wrong. One fate or the other awaits Dr. Stewart, if she is 
right, public policy will ultimately catch up with her. In 
the meantime, since there will never has been nor will be 
complete agreement among putative experts, the courts must 
go with the preponderance of scientific opinion. The 
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outliers will just have to fight it out with the rriiddle 
until the former fail or prevail, but the arena for this 
scientific contest must be a scientific forum, and not our 
courts of law. do either of you really think that court 
rulings should reflect other than mainstream scientific 
opinion? 


One of the key issues in the radiation controversy is 
whether low dose radiation exposures over a long period of 
time result in the same damage as a high dose exposure in a 
short period of time. Most of the epidemiological data 
currently being used to estimate radiation risks comes from 
studies of high dose exposures in a short time period, 
namely the A-bomb survivor studies and studies of patients 
exposed to high doses of x-rays. The work of Dr. Alice 
Stewart et. al. in studying workers occupationally exposed 
to low doses of radiation over years suggests that there may 
be greater radiation risks at lower doses over longer time 
periods than current exposure standards assume. Studies of 
other worker populations ate underway, and some have already 
supported the Stewart viewpoint. 

We think that court rulings should reflect an honest 
effort to determine the truth. When an issue is 
controversial, it is often difficult to determine what is 
the "mainstream" scientific opinion. For years, the tobacco 
industry argued that cigarette smoking was not very 
hazardous. They offered scientific studies to support their 
claims. The radiation industry makes the same argument now 
for radiation exposures. The majority of federally funded 
radiation health effects research is sponsored by the 
Department of Energy, a prime defendant in radiation damage 
claims, some may argue convincingly that these studies are 
akin to the studies proffered by the tobacco industry. 

reputable scientists agree that there is no level of 
ionizing radiation so low that it cannot cause harm to 
living tissue. There is no "safe" level of ionizing 
radiation. There is no other "mainstream" scientific 
opinion on radiation health effects, but rather a debate. 
Only adequate, independent epidemiological research can 
answer our questions and settle the debate, congress should 
transfer research funds from the Department of Energy to a 
public health oriented agency so that the public can place 
greater confidence in the results of our research tax 
dollars . 
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HEALTH & ENERGY INSTITUTE 

236 Mossochusetts Avenue, N.E. • Suite 506 • Woshington, D .C. 20002 U.S. A. • Phone (202) 543- 1 070 
December h, 1984 


TO: Those concerned about compensation for radiation injuries from any source. 
FROM: Kitty Tucker 

RE: Proposed epidemioiogicai risk tables for radiation Injuries 


Congressional activity Is underway that could have an adverse impact 
on all those who seek compensation for radiation Injuries or Illnesses. 

Your immediate assistance in this matter is urgently needed. 

Senator Orrin Hatch of Utah has requested the preparation of radlo- 
epldemiological tables for a possible legislative compensation scheme 
for citizens downwind of the U.S. atmospheric atomic tests conducted 
during the I950's and early 1960's, and HHS set up an "Ad Hoc Working 
Group to Develop Radioepidemiologlcal Tables." (See enclosure for 
listing of members.) The composition of this appointed group suggests 
that any resulting report will seriously underestimate health hazards 
due to ionizing radiation. In fact. Dr. Karl Morgan, a founder of the 
health physics profession, has suggested that the Group would be most 
appropriately called "The Hatchet Group." 

The group is composed of well known scientists, and their pro- 
nouncements could set the standards for all classes of compensation for 
delayed radiation injury, including workers' compensation. Only Inmed- 
iate action can prevent the potentially biased report of this group from 
becoming a standard that seriously underestimates actual long term 
health damage from ionizing radiation. 

Several of the group members who have been funded by the federal 
government for years are not expected to arrive at the most honest 
answers possible regarding radiation hazards. Some are protecting their 
conclusions from studying atomic bomb survivors exposed to high doses of 
radiation over a short time period, and they appear to be unwilling to 
admit that dangers from low exposures over a longer time period may have 
seriously different health impacts. In the recent scientific debate 
over the health hazards of low level radiation, several epidemiological 
studies have demonstrated increased risks of cancer among workers or 
others exposed to supposedly "safe" levels of ionizing radiation. Not 
one of the scientists warning of the greater than predicted health 
impacts have been included In the "Group." 

On the other hand, some of the Group members have demonstrated 
their willingness to assist the federal government in downplaying 
radiation dangers to avoid the federal government being forced to compensate 
large nuirtjers of people Injured by federal radiation activities, including 
atomic veterans, those downwind from nuclear test sites, and federal 
nuclear workers. 
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For example. Group member Dr. Seymour Jablon oversaw a study of the 
incidence of multiple myeloma (bone cancer) among soldiers who were 
early entrants to Hiroshima or Nagasaki after the atomic bombings in 
1945 . These soldiers were exposed to residual radioactivity in the air 
and water and food. The atomic veterans had identified 28 cases before 
a study was initiated under Jablon. By ignoring some of the identified 
cases and using an inappropriate study design, Jablon's group reported 
no increased risk of multiple myeloma. A subsequent report of the 
Office of Technology Assessment, requested by Congressmen Paul Simon, 
Thomas Daschle, Lane Evans, Bob Edgar, Kent Hance, Timothy Penny and J. 
Roy Rowland, detailed the faults of the Jablon report and concluded that 
the results were invalid. The OTA report stated: 

“Except for assuming a population at risk of 20,000, at 
each step of the way the Council's methods contribute to an 
underestimation of the observed and an overestimation of the 
expected numbers of cases, making it less and less likely that 
an excess would be detected, even if it did exist." 

Dr. Rosalyn Va’ow is well known for her defense of the nuclear 
industry and her willingness to downplay radiation dangers. She Is 
quoted as stating, "There Is absolutely no evidence that Iw levels of 
radiation are harmful to human health." Despite the fact that the 
scientific community agrees that there is no "safe" dose of radiation, 
she has stated, "tow level radiation is safe." 

Three members of the Group testified on behalf of the federal 
government against citizens who were exposed to atomic fallout frtxn the 
Nevada test site during the atmospheric atomic testing program, but none 
of the scientists who testified on behalf of the radiation victims were 
invited to serve on the panel. Yet, when a federal judge had the 
opportunity to hear evidence from both sets of scientists, he ruled in 
favor of several of the cancer victim plaintiffs, accepting ^e testi- 
mony of their scientists, and granting a muitlmillion dollar judgment In 
a carefully worded decision in the case of Allen v. U.S.A. 

Participants in the Radiation Victims Roundtable, a semiannual 
gathering of representatives of radiation survivor constituent groups 
(who represent atomic veterans, downwinders, workers, and those living 
near nuclear production facilities) and supporting service groups, have 
asked for a lobbying campaign to prevent the results of the Ad Hoc Group 
from becoming an obstacle to securing compensation for radiation Injury. 
The campaign will be two pronged: 

1. It will challenge the objectivity of the current group and seek 
a more objective body to draft tables and an even more objective review 
body. 

2. It will seek establishment of an alternative Commission com- 
posed of prominent independent scientists who are free frcrni conflicts 
that would impair their ability to objectively assess the dangers of 
radiation Injury. 



881 


Page 3 

To accon^jlish the first goal. It is important to inform the Congress 
and the public of the potential bias of the "Group" as currently constituted 
We hope that you will consider publishing an article in your membership 
newsletter and that your staff will bring this matter to the attention 
of appropriate elected officials. Letters to Senator Hatch should be 
sent to the Senate Committee on Labor and Human Resources, 428 Senate 
Dirksen Office Building, Washington, D.C. 20510, with copies to Senator 
Kennedy, ranking Democrat on the Conmittee. 

The second goal of establishing an alternative Commission to evaluate 
risks was suggested by Dr. Rosalie Bertell, who has initiated an excellent 
publication, the HANDBOOK FOR ESTIMATING HEALTH EFFECTS FROM EXPOSURE TO 
IONIZING RADIATION. Dr. Bertell would like to establish a scientific 
meeting to review and revise the data collected in the HANDBOOK through 
open scientific debate. If our tax dollars can be used to fund scientists 
who downplay radiation hazards, they should also be used to fund scientists 
who recognize such hazards, so that the broader ccHnmunlty can evaluate 
the arguments of both sets of scientists in this ongoing debate over the 
full range of risks of damage from ionizing radation, including the 
potential damage to our offspring. 

The Health and Energy ! hnsti tute wi 1 1 be following this Issue 
closely, and collecting information from various groups regarding 
this issue. Please contact the Institute if you have any questions 
about this issue, or if you can provide assistance in this matter. 

We would also appreciate copies of correspondence with Congress and 
others regarding this issue crucial to justice for radiation victims. 
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Radiation Victims 
Bill of Rights 


WHEREAS millions of people have been and are currently exposed to ioniang radiation— on the job, in military 
ssrvica, as medical padants and as medical personnel, in communMea near or downwind from testing sites, 
uranium mines, mills, or tailings plies, m the area of reactors, weapons plants, waste sites, and ether nuclear 
fadiities, 

AND WHEREAS they and their chlldran now suffer or nsk an array of radadon-inducod injuries ranging from acute 
radiadon syndrome to cancers, leukemias, diseases of the immune system, blood diseases, psychological 
disorders, reproductive impairment and genetic diseases in current and succeeding generations, 

AND WHEREAS radiadon viedms also suffer from an abrogadon of their rights due to needless exposure, biased 
research, purposeful misinformation, lack of sound medical care, and denial of compenaadoo for injuries received, 

BE IT RESOLVED THAT to defend human health, to protect our genelio heritage, and to stem the erosion of 
cidzens' rights, we adopt this RadMIeii VMbnaf BM of RIgMa: 

RADIATION VICTIMS HAVE THE RIGHT TO: 

I. PREVENTION OF NEEDLESS EXPOSURE TO RADIATION 

II. HONEST RESEARCH ON HEALTH E PFE CIS OF RADIATION 

III. FULL DISCLOSURE OF RADIATION RECORDS AND RADIATION HAZARDS 

IV. COMPETENT MEDICAL CARE FOR RADIATION INJURIES 

V, FINANCIAL COMPENSATION FOR RADIATION INJURIES 


I. P reve n t l ctlof M aed t eae Bxposure-to Had fa Botl 

A All people have the right to freedom from needless exposure in their workpiaces or communities, and the right 
to refuse hazardous work or medical treatment 

8. People have the right to the best available means of radiadon prolecdon. includirig, for all radiadon workers, the 
possession of monitoring devices that signal the presence of radioactivity as it occurs, rather than those that 
merely indicate afterwards that an exposure has already taken place. 

C. Radiadon workers have the right to the same legal and administrative proterdions available to other workers in 
hazardous industries, and those individuals who report problems have the right to safeguards for their lives and 
careers. 

0. People have the right to independent regulation of the radiation industry. 

£ Radiadon viedms have the right to full participation in establisning "acceptable" standards and "allowable" 
limits for radiation exposure. 


IL Honaat Research on HaaMi Elfersis of RadMori 

A People have the right to have publio funding for research on radiadon health effects transferred from agencies 
with nuclear promotion mandates to agencies with publio health mandates 

B. People have the right to have public funds set aside tor the study of the pathways of radiadon through the air 
soil, water and the food chain. 
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D. Reprasantatives of victims organizatiara have the right to serve on review committees for radiation effects 
re sea rch turxled by the government. 

£ Ratiatian victfms have the right to a national tumor and mottatty registry accessible to all upon request 

F. Radialion worirers have the right to a national radiation registry. 

IHe Pul Dtodouufuof RudMIofi RuoofdBMd RudMIoii HbunIs 

A. IndMduato have the rigN to receive co mp rehen si ve personal exposure records in dear, understarxlable 
language, or a deer s tatonent that no such records were made or stiH exist for that indMduaL 

8. Unions, victims' organizations, health agendas and other representative ^oups have the right to compiete 
radiation exposure monitoring^ and medical information, free of charge. 

C. People have the right to accurate information and education . atx>ut the physical, reproductive, and 
psychologic^ affects of radiation exposure. 

D. Workers have the right to be informed in advance of all radiation hazards, potential radiation hazards and 
hazardous materials used in the workplace. 

£. People have the right to disdosure of all data regarding radiation releases of any of the nearly 500 radioactive 
isot(^)es that may be released into the workplace or the environment 

IV. Competant Medlcel Care for Wed toW on It Hui lee 

A. AS people have the right to the best available medicai treatmertt for radiatjon<reiared diseases. 

3. AH radiation victims have the right to choose their healtn care providers or personal physicians. 

C. AH radtatkxi victims, inducing solders exposed at atomic test sites, the people living nev atomic test sites, 
nudearfadlitiee, or other radioactive sites, as well as the worirers at those sites and fadlities, have the rightto 
appropriate screening and screening facilities in orderto detect radiaHon-related diseases as early as possible. 

D. All radation victime have the right to representation on panels establishing or reviewing radiation screening 
programs. 

ww M . 

• miwivHa nuoiHHQiv mpmse 

A. AM radstfon victima have the right to adequate co mpeftaaBon for phyaicd infury. reproductive impdrment arxi 
psychologicai dtatress. 

8. States, coundea, and iocaiitiea have the right to expand compensation protections for radatior victims. 

C Alhdviduaia with documented radiation exposures or symptoms demonstrating radation exposure have the 
right to legal "presumption of causation." 

0. Al radation victims have the right to hdd responsible indviduals. corporations, and governments fuly liable for 
negg g ant actions to thd ful extent of infules irActed. 


^ ■ - 

imBson vicmiv nounoiasw 

c/o Heath & Errergy Institute 
236 Massachusetts Avenue. N.£ 
SuieSoe 

Washington. O.C. 20002 U.SA 
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RAOIAXION VICTIMS BILI. OF RK^TS Sftt D«C 15 X! 

atQANXZATIOMJa BfDORSSKEMTS PA6B I 


1984 Coamitt6« 

AoMricao Indian Morraaent 
ftniahinaba JUcaen? 

Bread & Roses Catholic Worker 
Canpaign Against Moclear Fewer 
Center for Atomic Radiation Studies, lac 
Christie Institute 

Citizen Action Lasting Security (Bugene) 
Citizen Soldier 

Citizens Against Nuclear Power 

Citizens for Safe Energy 

Citizens' Energy Project 

Columbia Peace Collective 

C^nf. Tribes of Offiatilla Indians 

Confeederated Tribes of Grand Ronde 

Critical Hass Energy Project 

Dekalb Area Alliance R^i^nslble Energy 

Disazrm Now Action 

Downwindera 

Ecology Task Force - NT Jtob for Survival 
Environmental Policy Institute 
General Assembly to Stop the PowerXine 
Government Accountability Project 
Grass Roots Organizing Workshop 
Greenpeace U.S.A. 

Banford Education Action League 

International Indian Treaty Council 

Internatnl Alliance of Atomic Veterans 

Iowa Socialist Party 

Klein Walker Associates 

Lucas Valley School of Art 

Hilwaukee Mobilization for Survival 

Ministry of Concern for Public Health 

Mobilization for Survival 

N. Aaer. Water Office/ Acid Rain Network 

National Committee for Radiation victims 

National Lawyers Guild 

New Clear Vision 

NS Clamshell 

HTA RVA 

Nuclear Information & Resource Service 
Nuka«ratch 

NY Public Interest Research Group, Inc. 

Pacific Concerns Resource C^ter 

Pacific Peacouiker 

Pacific Peacemaker Project 

Palmetto Alliance 

Peace Bouse 

Peace Resource Center 

People's Clearinghouse 
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RAOI&TZON VICTIMS BILL OF RIGHTS 
ORGANIZATIONAL ENDORSEMENTS 


Performers for Nuclear Disarmament 
Puget Sound Women ' s Peace Camp 
Radiation Research Institute 
Radiation Survivors Congress - 1984 
Salitz Tribal Council (ATNWI) 

Seattle Non-Violent Action Group 
Seattle Nonviolent Action Group 
Seattle Nonviolent Action Group 
Seattle Nonviolent Action Group 
Shoshone-Paiute Business Council (ATNI) 
Shoshone/Paiute Trlbes-DucA Valley ATNWI 
Snoqualmec Tribe (ATNI) 

Steilacoom Tribe (ATNI) 

Student Nurses Assoc, of California 

The 1984 C(»nmittee 

US Nuclear Free Pacific Network 

WAND - (local chapter, Otis Orchards, WA) 

Wisconsin Environmental Decade 

Women for Peace 


RADIATION VICTIMS BILL OF RIGHTS 
INTERNATIONAL ENDORSEMENTS 


Australian Railway Union 

Australian Railways Union 

Campaign for the Dmoilitarization of the 

Chamorro Grassroots Movement 

CND 

Greenpeace New Zealand 

Hiroshima Gensuiken 

Hiroshima (jensuikin 

Hungrlan Peace Council 

International Solidarity Conference 

Movement for National Independence 

National Council for Peace & Solidarity 

Nipponzan Myokogi Buddhist Order 

Nuclear Disarmaiaent Projects 

Nuclear Disarmament Projects 

Org. of People for Indigenous Rights 

The Greens 

Women' for Peace and END- FRG &. Italy 


Queensland 
Sydney 
Indian Ocean 
Guam 
London 
Auckland , 
Hiroshima, Jap. 
Hiroshima , 
Budapest 
Gensuikin , Japan 
Athens , Greece 
Iraq -Baghdad 
London , OK 
Australia 
Sidney ,Austral . 
Guam 

West Germany 
Berlin 


Sat Dec i 
PAGE 2 
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RADIATION VICTIMS BILL OF RIGHTS 
INDIVIDHAL EMDORSSfaSfTS 


Sat Dac IS l< 
PAGE 1 


Hoc. Bella S. 

Abzug 

David 

Albright 

.Glenn 

Alcalay 

Maxine 

Alex-Hartini 

Robert 

Alvarez 

Mary Sue 

Amas 

Peter 

Anderson 

Albanta 

Atencio 

Tim 

Baker 

Howard 

Barbour 

John 

Bartlett 

Eleanor W. 

Beatty 

Alan B. 

Benson 

Rosalie 

Bertell Ph.D, GNSH 

Meredith 

Bliss 

Patrick P.E. 

Boyle 

Sarah 

Bransf ield 

S, Cooper 

Brown 

Douglas P. 

Brown 

william H. 

Burke 

Daniel 

Burnsteln Bsq. 

Brett 

Bursey 

Guy D. 

Burton 

Gail 

Chehak 

Guy 

Chichester 

Elizabeth 

Christensen 

Delores ( Kandee ) 

Cleary 

Jane L. 

Cornelius 

Julie Lynn 

Couch 

Karen L. 

Ctoulter 

Alta L. 

Courville 

Alvin E. 

Courville 

George 

Crocker 

Doanich 

Curley 

Agnes 

Darrah 

Blmer 

Darrah 

Ruby L. 

Davis 

Linda 

Davis Rudd 

Helen R. 

Delaney 

Thomas 

Devine 

Cassandra 

Dixon 

Kay 

Drey 

Daniel J. 

Driscoll 

Barbara 

Dudley, President 

Floating 

Eaglefeather 

Leona E. 

Eddy 

Tod 

Ensign 

Samuel 

Epstein, M.D., 

C. L. 

Feringer 

Eric 

Persht 


Federatioa of American Scientists 
ts Nuclear Free Pacific Network 
Pacific Peacemaker 
Environmental Policy Institute 

Wisconsin Environmental Decade 
Santo Domingo Social Services (ATNI) 

S.N.D. The Dalles 

Seattle Nonviolent Action Group 

HEAL 

Hanford Education Action League 
Ministry of Concern for Public Health 

Roman Catholic Priest 

National CcaaBittee for Radiation Victim! 
Conf .Tribes of Siletz Indians (ATNI) 
Conf. Tribes* of Omatilla Indians 
Center for Atomic Radiation Studies, Int 
Grass Roots Organizing Workshop 
Citizen Action Lasting Security (Eugene 
Klamath (ATNI) 

NH Clamshell ■ 

Hanford Education Action League 
Seattle Non-Violent Action Group 
HEAL 

<^iumbia P^ce Collective 
Salitz Tribal Council (ATNWI) 

Salish Koutenai (ATNI) 

N. Amer. Water Office/ Acid Rain Networl 

Cda. Tribe, Cour d’Alene Tribe 

HBAL 

HEAL 

N.T.S.R.V. Assoc. 

HEAL 

Sanford Education Action League 
Government Accountability Project 
Nukewatch 


Snoqualraec Tribe (ATNI) 

Citizen Soldier 

Prev. Medicine & CoBBuinity Health, 0. H 
Seattle Nonviolent Action Group 
Greenpeace a.S.A. 


National La%ryer3 Guild 
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INDIVIDDAL ENDORSBMEHTS FAGB 2 


Mary A. 

Fisher 

Conf. Tribes of Siletz Indians of OR 

Richard 

Fleming H.D. 


Vivian K. 

Ford 

Seattle Nonviolent Action Group 

Philip J. 

Frankenfeld 

n of ChicagoF IL Safe Energy Alliance 

Bruce K. 

Gagnon 

Mobilization for Survival 

Sharon 

Gedd.e8 


Paul 

Geiger 

‘Hew Clear Vision 

Joseph 

Gerson 

AFSC 

Chellis 

Glendinning 

Peace & Common Security Institute 

Janet 

Gordon 

Citizens Call 

Michael 

Gurian 

Hemford Education Action League 

Margaret 

Haggin 

Hanford Education Action League 

John 

Halsell, M.D. 

BEAL 

Prank 

Harrison 

Confederated Tribes of Grand Ronde 

Mike 

Harrison 

Hanford Education Action League 

Kathryn 

Harrison 

Confederated Tribes of Grand Ronde 

Anna 

Harvey 


David 

Hastings 

Seattle Nonviolent Action Group 

Dennis 

Heller 

Citizens for Safe Energy 

Bill 

Hewitt 

Nonviolent Preparers Collective, Portland 

David C. 

Holt 

Nez Pierce Tribe (ATMI) 

Rev. Willieua H. 

Houff 

Vnitarian Church 

Patty 

Houff 

HEAL 

Ployd 

Huen M.D. 


Peter 

Hunrlchs 

HEAL 

Lisa M. 

Hunrichs 

HEAL 

Leslie B. 

Hunter 

Citizen Action for Lasting Security 

John P. 

Hutches 

Bread & Roses Catholic Worker 

Judy 

Isaacs 


Cliff S. 

John 

Coeur d'Alene Tribe of Idaho 

Dr. Carl 

Johnson 


Melvin S. 

Joye 

Nez Pierce Tribe (ATNI) 

Allan 

Kanner 

Law Offices of Allan Kanner 

Janet S. 

Kauran 


Ruth 

Kennedy 


Michael A. 

Kennedy 

Handord Education Action League 

Brian 

Kerkoliet 


Fran B«L. 

Kosker 

The 1984 Committee 

Anne C. 

Krill 

Pacific Peacemaker Project 

Victor L. 

LaCourse 


Winona 

LeU)uke 

International Indian Treaty Council 

Susan D. 

Lambert 

Radiation Research Institute 

Alfred 

I.ane III 

Conf. Tribes of Siletz Indians of wR 

Thomas 

Leahey. 

Seattle CISPES 

Jim 

Leraher 

NARS 

Bennie F. 

Levy 

NTA RVA 

Geraldine B. 

Lindaman 

HEAL 

Janet 

Lowenthal 

Nuclear Information s Resource Service 

Pamela Anne 

Lowry 

League of Conservation Voters 

• Marlon 

Lvon 




888 


RADI&nON VICTIMS BILL OF RICTTS 
IKDIVIOOAL BNDORSBHENTS 


Sat Dac 15 15 

PAGB 3 


A1 

Lindsey 
ffiiard 
Sandra 
Hilda 
Charles N. 

Kia C. 

Paal 

Anna 

Any 

Marie 

Melody 

Joan 

A1 

Richard Janes 

VicJci 

S.H. 

Paul 
Joanne 
Cairlton 
Joan K. 

Rev. Alan 
Florence 
Laura A. 

Elsie 
Merle P. 
l*anora 
Steve 

Scott Lansing 
Scott 

Kathleen M. 

Dr, Mrs louis 

Andrew A. 

Georgia 

Pauline 

Nikio 

Jack 

Sandka 

Tin 

Stephen 
Vernon 
Joel 
Larry 
Prank 0. 

Craig 
Donald B. 
Nomon 
Shelley 
Pat 

Nr. a Mrs. j.p 


Nangan 
Manning 
Narks 
Marlow 
Mason ' 

Meison, Jr. 

Maynard 

McAdans 

McAnany 

Mickelson 

Nireau 

Moore 

Moo try 

Moo try 

Mtillen 

Myers -Can field 

Nelson 

Niedergang 

Oleksiak 

Olson 

Ortez 

Payne 

Payne 

Pcwell 

Prater 

Prater 

Queckborner 

Rabinowitz 

Regan 

Renfro 

Reyes 

P Rivei , III 
Robinson 
Robrbaugh 
Romanchuk 
Saito 
Sailing 
Sampson 
5<diechtel 
Sduait 
Shake Spea 
Shapiro 
Shook 
Simmons 
Simpson 

..Skinner 

Solonwn 


. Soi nosa 


Sboshone/Paiute Tribes-Duck Valley ATNM] 
CARS/NAAV/MARS 


Christian Against Nukes 
HEAL 

Native American Resource Network 
Citizens Against Nuclear Power 
HEAL 
HEAL 

Coeur d Alene Tribe (ATNI) 

Hanford Education Action League 

1984 Conanittee 
APSC 

Revolutionary Worker 
Steilaco<»B Tribe (ATNI) 

Catholic Priest 

New Clear Vision 

HEAL 

HEAL 

Bread & Rosea Catholic Worker 

Ecology Task Force - NY Mob for Survival 

Human Race 


NARS 

Columbia River Fellowship for Peace 

Burns Paiute Tribe (ATNI) 

Portland Central America Solidrity Cmte 
HEAL 

Con. Tribes of Siletz, ATNI 
War Resisters League 
Peace House 

People ' s Clear i nghouse 

WAND; BSR; HEAL 

Lucas Valley School of Art 
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Benjamin 

Spock 

Lynne M. 

St^bridge 

Lynne 

Stembridge 

Ernest 

Sternglass 

Steve 

Sumerford 

James A. 

Taft 

Anne 

Taliaferro Riley 

Mary V. 

Tenor io 

Ellwood 

Thomas 

Sylvia S. 

Tognetti 

Victor P. 

Tolley 

Linda 

Topping 

Sheila 

Toso R.N. 

Sam 

Totten 

Preston Jay 

Truman 

Nancy 

Uding 

Jasmine 

Vin 

Bruce W. 

Von Zellen 

Sue 

Walker 

Paul F. 

Walker 

Elli 

Walters 

Kathleen 

Wei ch 

Richard 

Wood 

Pete 

Wyman 


WAND - (local chapter, Otis Orchards ,WA; 
WAND; HEAL 

U.of Pittsburgh, Dept of Radiology 

War Resisters League 

HEAL 

Pueblo of Acoma (ATNI) 

Shoshone-Paiute Business Council (ATNI) 

Christie Institute 

Hiroshima/Nagasaki Veterans 

Hanford Education Action League 

Student Nurses Assoc, of California 

Critical Hass* Energy Project 

Downwinders 

CISPBS - Bellingham 

Bread & Roses Catholic Worker 

Dekalb Area Alliance Responsible Energy 

W. Washington CISPSS 

Klein Walker Associates 

NY PIRG 

Seattle Non-Violent Action Group 
HEAL 


RECORDS SELECTED 00174 
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Choae 

Tokyo, Japan 


Korean National Peace Committee 

Or. Isam 
Iraq-Baghdad 

Abid Ali 

National Council for Peace 6 Solidarity 

Tonbopoulou 
Papagpos , Greece 

Afrodite 

Paporga Peace Committee 

Hilarie 

Koror, Belau 

Akitaya 

Catholic Womens Group 

Anne 

Budapest 

Bebritz 

Hungrian Peace Council 

Lukas 

West German}^ 

Beckmann 

The Greens 

Kin 

Tokyo, Japan 

Cavanagh 


Bjorn-Olof 

Vasa, Finland 

Ehrnstrom 

Chief Physician, Korsholm Health Center 

Bernd 

Heidelberg, FRG 

Pranke 

Inst, for Energy & Environmental Res. •' 

Peter 

Australia 

Garrett 

Nuclear Disarmament Projects 

Hark 

Montreal , Canada 

Goldberg 

Dept of Epidemiology & Health, McGill U 

David 

Herts , England 

Greenhalgh 


Rev, Nora 

London , OK 

Greenway 

Nipponzan Myokogi Buddhist Order 

Eivind 

Dramnen , Norway 

Gronvold 

Bike for Peace *85 

Guido 

West Germany 

Grunewald 

DPG-VK 

Koji . 

Tokyo, Japan 

Bamatani 


Jerosiah Martin Hartigan 

Bucks , England 
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Mikio 

Haruna 

Staff %rriter/ Kyodo News Service 

Hodogaya->ku , 

Wolfgang 

Hege 

Waldenburg, 

Peter D. 

Jones 

Quaker Peace committee 

MelJ^ourne, Viet 



Jeffrey Francis 

Jones 

Australian Railway Union 

Queensland 

Lukas 

Karel 

World Peace Council 

Finland 



Dr. Thilo 

Koch 

Inst, for Energy & Environmental Res. 

Heidelberg/ FRG 

Dr. Rafael L. L 

Lopez-Valdes 

Cuban Qnte Peace <■ Sovereignty of People 

Habana , Cuba 

Doreen 

Merchant 

NFZ 

Manachester/ UK 

Sue 

Mcllroy 

SNAG Vancouver (Simply No Acronym Group) 

Vemcouver 

Yasuko 

Nakayama 

Group No More Hiroshima 

Athens / Greece 

Sr. Helena 

Ngirkelan, MMB 

Koror, Palau 



Keiko 

Ogura 

Hiroshima Gensuikin 

Hiroshima/ 

Eva 

Quistorp 

Women for Peace and SNO- FRG & Italy 

Berlin 



Doris 

RiconoHSarrett 

Nuclear Disarmament Projects 

Sidney /Austral . 


James 

Rochow 


T^yo/ Japan 

Joan 

Ruddock 

CND 

London 

Elaine 

Shaw 

Greenpeace New Zealand 


Auckland » 
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Fuaiko Shimoda 

•BokyOf Japaft 

N. StomboXshya Bulgarian Peace Conmittee 

Vea Sonnasy Cai^aign for the Demilitarization of the 

XndiaQ Oceaa 

R. C. Taylor * Australian Railways Onion 

Sydney 

Maria Teehan Org. of PeK>pIe for Indigenous Rights 

Guam 

Ronald Pranquez Teehan Chamorro Grassroots Movement 

Qngm 

Michael Tombopoulos Greek Comm. for Inter natl Detent & Peace 

Athens 

Susan aass 

Koror^ Belau 
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Senate PonmnantSdioannnN 
onhNwIoahat 




PUBLIC LAW 97-414— JAN. 4, 1988 96 STAT. 2059 


praerams ftinded In whole or in part hf Federal funds* and report 
aura to the Congress within 180 days after the 

of the enactment of Act. 

(d) the Secretaiy of Health and Human Services, acting through 
the Inspector Genmral of the D^Mutment of Health and Human 
Services, shall undertake a thorough invest^tion of— 

(1) the methods available to stem naud and abuse in the 
provision of home health services under medicare and medicaid; 
and 

(2) the extent to whid) such methods are applied in stemming 
su^ firaud and abuse. 

Ihe Secretary shall report the results of the investigation to the 
Congress within 18 months after the date of the enactment of this 
A^ 

(eXl) The Secretary of Health and Human Services shall develop 
and carry out demonstration projects commencing no later than 
January 1, 1984, to test— 

(A) methods for identifying patients at risk of instil 
tutionaUzation who could be treats more cost-effectively with 
home health services and other non-institutional health serv- 
ices; and 

(B) alternative reimbursement methodologies for home health 
anndes in order to determine the most cost-effective and effi- 
cient way of providing home health services. 

(2) Methoos for identioing patients at risk of institutionalization 
to be tested by the Secretaxv under ppagraph (IXA) may include, 
but not be limited to, the identification of hoqiitalized medicare 
patients who are candidates for early discharge due to availability of 
home health services and individuw in the community who could 
avoid institutionalization with the availability of home health 
services. 

(3) Reimbursement methodologies to be tested by the Secretaiv 
under paragraph (IXB) may include but not be limited to fee sched- 
ules, prospective reimbursement, and capitation payments. 

(4) The Secretaiy shall report to Congress his undings with regard 
to the demonstrations carriM out und^ paragraph (1) no later than 
January 1, 1985. 

(f) For purposes of this section, the term *liome health services” 
has the meaning prescribed for the term by section 1861tm) of the 
Social Security A^ 


Intewtigstioo, 

42 use 255 note. 


Report to 
CoogUM, 

42 use 255 note. 


Report to 
eongren. 


‘'Home heelth 

421^255 note. 
42 use 1395X. 


NALYSIS OF THYBOm CANCER; ACTIONS BY SECRETARY 

(Sec. ijia) In carrsring out section 301 of the Public Health Service 
m Secretary of Health and Human Services shall— 

(1) conduct sdentifie research and prepare analyses necessa^ 
to develop valid and credible assessments of the risks of thyroid 
cancer t^t are associated with thyroid doses of Iodine 131; 

(2) conduct scientific research and prepare analyses necessaty 
to develop valid and credible methods to estimate the thynnd 
doses cf Iodine 131 that are received by individuals from nuclear 
bomb fallout; 

(3) conduct sdentifie research and prepare analyses necessary 
to derelop valid and credible assessments of the exposure to 
Iodine 131 that the American people received from the Nevada 
s^ospberie nudear IxMnb tests; and 


42 use 241 note. 
42 use 241. 
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96 STAT. 2060 PUBUC LAW 97-414-JAN. 4, 1983 


^l^tO 

Cd^rh. 


lUdiocpcdBoii- 
olog^ tabkMil 
pttSUcatioiL. 


Updated^ 

tabtea. 


(4) lanpare and tosnsmit to the Cmgress within one year niter 
the &te of enBCtment of this Act a report with resect to the 
activities conducted in carrying out paragraphs (U <Z>, and (3). 

(bXl) Within one year niter the date of enactment of this Act, the 
Secretary of Health and Human Services shall devise and publish 
rsdioepidemiological tahles that estimate the likeiihood that persons 
who have or have had any of the radiation related cancers and who 
haw received specifle doses prior to the orrset of such disease 
develtqied cancer as a result of these doses. Ilrese tables shall show a 
probabilito of causaUrat <d' develc^itrg each radiation rdated cancer 
asnxdated with receipt of doses rairgirrg from 1 millirad to 1,000 rads 
in terms of sex, age at time of exposrua, time from exposure to the 
onset of the carreer in qfuestion, and sitch other categories as the 
Secretary, after consultinc with ammpriate sdentiiic experts, deters 
mitres to be relevant Saar probabili^ d causatxrn shall be cairar- 
lated turd displayed as a sitrgie pereentim figure. 

(2) At the tiro the Seraetary of htealto attd Human Services 
publishm the tables pursuant to paragraph (IX such Secretary shall 
also publish— 

(Al for the tables of eadt radiation related cancer, an evalua- 
tion which will assess the credibility, validity, and d^ree of 
certainty associated with swh tables; and 
(B) a compilation of the formulas that yielded the prdrabil- 
ities of causation listed in such tables. Such formulas shall be 
published in sudr a maimer and together with information 
necessary to determine the probabihty of causation of any 
individual who has or has had a radiation related cancer and 
has received any given dose. 

(3) Hie tables qieeined in pararaph (1) and the formulaa specified 
in paragraidi (2) shall be devised mm tiw bert available data that 
are most applicable to the United States, and shall be devised in 
accordance with the best available sdentifie procedures and exper- 
tise. The Secretary of Health and Human Services shall update 
these tables and formulas every four years, or whenever he deems it 
necessary to insure that they continue to reiaesent the best avail- 
able scientific data and expeAse. 


raCHNlCU. AMENDMBftS TO THK rnnuc rexun! sxavicx ACT 

Sec. 8. (a) Section 20>7(aXl) of such Act (42 UA.a 209(aXl)) is 
amended by inserting "psychology,” after "pharmacy,”. 

(b) Section SOSdxS of such Act (42 UAC. 242k(lX2)) is amended 
^ striking out subpanignph (D) and redesigsatingmbpBragrapha 
(EX (F), ^ (G) as ratfaregraidia CD), (EX and (FX respectively. 

(c) Sertion K18(d) ^suSi Act (& U&C. ZHoAiU is amended (1) by 
inserting ", if an establishment or person supidyuig the information 
or described in it is identifiable," after "No mfonnation'’, and (2) by 
striking out "authorized by miidelines in effect under seetton 
306(1X21 or under regulations of the Secretary” and inserting in lieu 
thereof "such establishment or person has consented (as determined 
under regulations of the Semetaiy) to its use for such other 

first sentence of section 311(cX2) of such Act (42 U£.C 
243(cX2)) is amended by striking out "forty-fivs days" and inserting 
instead "six months”. 

(e) Section 330(dX2) ofsuidi Act (42 UH.C 254c(dX2» is amended by 
insnting before “and the costs" the following: “, the costs of repay- 
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